Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; 
Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, James (NIH/OD) (E]; Hawk, Harrison; 
Mason, Stephen; SEE: ~___} Connelly, Sara! —_ umsden, Joanne 

(NIH/NCATS) [C]; K C Kent Lloyd; mbry, Alan (NIH/NIAID) [E] 


The cochairs would like to cancel today and encourage you to join the WHO meeting below. 


WHO will host a Global consultation on COVID-19 therapeutics to discuss knowledge gaps and research 
priorities, with the following objectives to outline: 


¢ the main priority research questions of importance to public health and a targeted research agenda for 2021 that 
identifies knowledge gaps and prioritization pathways for therapeutics in clinical development phase and those 
being repurposed, including combinations, and research pnorities for new COVID therapeutics; and 


¢ additional steps to ensure further international collaboration supports the coordinated implementation of key 
search, 


The webinar will be convened on Wednesday, 3 March 2021, 13:30 — 18:30 Central European Time (CET). 


‘The proposed agenda will be provided in advance. 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Passcode: 
One tap mobile 
i 


! :US (Washington D.C) 
Le ose : IS (Chicago) 


Dial by vour locati 


US (Washington D.C) 
US (Chicago) 
Us (New York) 

Us (San Jose) 


GADB0000001309-2442811 


GADB0000001309-2442811 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 3/3/2021 3:09:14 PM 

To: 


ild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchanj fe Administrative 
cipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; 


Group (FYDIBOHF23SPDLT)/c! 


change Administrative Group 
(FYDIBOHF23SP DLT) /cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; 

; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; 

Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=f6e22f801f9 146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
ashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/ct 66447a553f44696b2¢79484d90e4 1eS- -qashufm]; Tomas Cihlar 

. + USARMY MEDCOM USAMRIID (US: 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou= Exchange Administrative 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria]; Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp] 


(FYDIBOHF23SPDLT)/c! 


cc: Lerner, Andrea (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 

Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 


(FYDIBOHF23SPDLT)/c 
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Elizabeth [elkim@deloitte.com]; Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/c1 =user7b137ale]; Wachtel, Jonathan [jwachtel@deloitte.com]; Prabhavathi 
Rose Li 


agos, Enrique (NIH/NCATS) 


xchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
Dave Frankowski i >t 
xchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6b844cf]; Lowy, 
Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd]; Florence, Clint (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


=1be900c2388d41f48e3f2cbcb2fed349-| oS lumsdeninl: KC Kent Lloyd 
Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
ecipients/cn=882a18a10a134c49acac21cb83fd599d-embrya] 


Subject: ACTIV Preclinical full working group 


Dear members of the Preclinical Working Group, 


We have decided to cancel this morning’s meeting so that subgroup members can attend the WHO Global consultation 
he following link: 


Best regards, 
JOe 
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From: 


Sent: 
To: 


Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
3/4/2021 5:38:30 PM 

Garner, Carl }; Levy, Elliot C 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=1 ExchangeLabs/ou=! Exchange Administrative Group 

(FYDIBOH ients/cn=c495c3ee25cadt 
Ruxandra Gottesdiener, Keith 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes)]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/ 


5 Bozzette, Sam (NIH/NCATS) [E] 


‘OR. fd}; Draghia-Akli, 
Eric Hughes 


)2b0F535320cd16650-jscurrier.m]; Kim, Elizabeth 
[elkim@deloitte.com]; LaVange, Lisa H ~_} Mellors, John W [/o=ExchangeLabs/ou=Exchange 
(FYDIBOHF23SPL )/cn=Recipients/cn=user257cb364]; Menon, Sandeep 
|; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Patel, Naimish 
corn, Amanda _5 Poole, Mike 
Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
istrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=! ExchangeLabs/ou= Exchange Administrative Group 
its/cn=f6b8fS88067140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 
Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group (FYDIBOHF23SPDLT)/c cipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52eS5e03dcbc847709eaab64457 efaS7e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 Leefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
{E] [/o= ExchangeLabs/ou=Exchange Administrative Group 
fa37e0424217aa0a283cba9e5098-mculp]; Jacqueline Kirchner 
Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
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Group (FYDIBOHF23SPDLT)/c! 
DTRA RD (USA) 


cipients/cn=492ae062f7d74e3cbd894e30160869f0-j 
§; Petrovick, Martha - 0449 - MITLL 
Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=05494833e0fc47a9acac194cd338b201~ csizemore]; Larry Tsai 

4; Wung, Peter K tf 
CC: lemer: Andrea (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Kelly Beazley 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Jansen, 
1; Lowy, Douglas (NCI) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF2aSPOLT)/en Recipients/cn=541 b832baa0-drl. heli: 
; Biggs, Mary} _ Butcher, Tina 
bamarcasT” ; Macone, Erin 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

eee Reciplents/cns 279e14fa742841Sbb86087d08b628e6F- melencioe]i Salathin, Carla 


lollica, Linda /US 

icia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/c! Recipients/cn= 366447a553f44696b2c79484d90e4 1e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d6Sbb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383 186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa]; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 

(FYDIBOHF23SPDL 4bdca4d2594626f6313d2db5Sc-kindzelskia]; Hone, David M (Dave) 
CIV DTRA J9 (USA) ‘eisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

falker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40achfSfd03bcfd32930-walkerp1]; Sorosa, Alex 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Lumsden, Joanne 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; Embry, Alan (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Dally, Nicolle 
[ndally@deloitte.com] 


Subject: ACTIV Therapeutics-Clinical Working Group 
Attachments: / i 

Location: 

Start: 3/4/2021 6:00:00 PM 

End: 3/4/2021 7:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
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every Thursday from 1:00 PM to 2:00 PM 
Required Garner, Carl; Lewy, Elliot; Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia- 
Attendees: Akli, Ruxandra; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Mellors, John; Menon, 
Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; Read, 
Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) [T]; 
Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Higgs, Elizabeth (NIH/NIAID) 
[E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) 
[E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E) Brown, Jeremy (NIH/NINDS) 
{E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Jacqueline Kirchner; Beigel, John (NIH) [E]; Phillips, L 
Revell CIV DTRA RD (USA); Petrovick, Martha - 0449 - MITLL} “} Sizemore, Christine (NIH/FIC) 
{E]; Larry Tsai; Wung, Peter K 
Optional Lerner, Andrea (NIH/NIAID) [E]; Kelly Beazley; Colvis, Christine (NIH/NCATS) [E]; Jansen, Kathrin; Lowy, Douglas (NCI); 
Attendees: Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Sal 
Menetski, Joseph (FNIH) [T]; Dana Carluccio; Rose Li Central Account; Lucas Smalldon;: 
Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy (NIH/NHLBI) [E]; Rubin, 
Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; Hoots, W. Keith (NIH/NH 
IH/NHLBI) [E]; Kindzelski, Andrei (NIH/NHLBI) (E);{. 
t 'USARMY DOD JPEO CBRND (USA); Walker, Paula (NIH/I 
(NIH/NCATS) [C]; Embry, Alan (NIH/NIAID) [E]; Dally, Nicolle 


Dear ACTIV TX-Clinical wG, 
Please find attached the slides for today's meeting. 


Thanks, 
Stacey 


Peck Wee <r) BLT 1111 Bere latent oa ee neta ER NEN eA EI 


Meeting 


mad tus (Washington D.C) 
jus (Chicago) 


(Washington D.C) 
(Chicago) 

(New York) 

(San Jose) 
(Tacoma) 
(Houston) 


Find your TocaT number 
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From: Brodd, Lauren (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BA665DEA08E5417 1B3D6890C2518DDB9-LEPONELM] 
Sent: 3/4/2021 7:05:58 PM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 

Thanks for the update 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Thursday, March 4, 2021 1:38 PM 
To: Brodd, Lauren (NIH/OD) [E] 
Subject: FW: Notes from Wednesday's ACTIV Leadership Team Meeting 


For updating our rosters, please see below. 


Thanks, 
Ashley 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, March 4, 2021 1 08 PM 
To: Myles, Renate (NIH/OD) [E]! 


i Meltzer, Abbey (FNIH) [T] L ; Thompson, 


Santos, Michael (FNIH) [T] Melencio, Cheryl 
| Collins, Francis (NIH/OD) [E] 


nzalez, Nina 


<ningonzalez@ deloitte.com>; Appell, Evan <eappell@deloitte.com> 
Subject: FW: Notes from Wednesday's ACTIV Leadership Team Meeting 


Can we please add Gary Dubin to the Vaccine WG rosters on the NIH and FNIH websites, and substitute Rajeev Venkayya 
for Andy Plump as the rep for Takeda to the ACTIV Leadership Team? 


Francis, | am assuming this means Andy is also asking that Rajeev replace him on the Executive Committee. He’s gota 
good background for PPPs—worked for four years on the WH biodefense team (wherefrom he knows Tony Fauci), is 
Andy’s counterpart at Takeda as global head of their vaccines business, directed vaccines delivery at BMGF, and serves 
on the boards of SEPI and IAVI. | found him engaging and impressive, and am guessing Mike did too. 

Thanks, David 


From: Burke, Leslie 
Sent: Thursday, March 4, 2021 12:03 PM 
To: Santos, Michael (FNIH) [T] r 
Cc: Wholley, David (FNIH) [T] 
Rajeev 7 
Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 


On Behalf Of Venkayya, Rajeev 


3 Melencio, Cheryl (FNIH) [T] 


“| Venkayya, 


Dear Mike, 
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I’m following up on Rajeev’s behalf to let you know he would like to recommend his colleague Gary Dubin, MD 
“for the Vaccines WG. Gary is the Head of our Global Medical Office, and leads the Takeda 
Vaccine Business Medical Affairs and Policy team. is his Executive Assistant. 


Gary will look forward to connecting! 
Please don’t hesitate to reach out with any questions. 


Many thanks, 


Leslie Burke 

EA to Rajeev Venkayya, MD, President, Global Vaccine Business Unit 
Vaccine Business Unit 

Takeda Pharmaceutical Company Limited 

Mail to: 40 Landsdowne Street, Cambridge, MA 02139, USA 

5 Sidney Street, Cambridge, MA 02139, USA 


Office location: 


| ww.takedavaccines.com 


From: Santos, Michael (FNIH) (T]; 
Sent: Monday, March 1, 2021 12: 
To: Venkayya, Rajeev 


, D ; Burke, Leslie 


Hi Rajeev, 


It was great meeting and chatting. Your experience and perspectives are a great addition to the group. 


As we discussed, attached are notes from the last few Vaccines WG meetings. The meetings are not under NDA, but our 
principle is that information shared during the meetings should only be used to advanced the shared objective of 
supporting COVID-19 vaccine development. So please feel free to share with the relevant people in your team, but not 
publicly. 


If anyone is interested in joining the Vaccines Working Group, please let us know and we'll be happy to add them. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Venkayya, Rajeev 4. 
Sent: Friday, February 19, 2021 11:21 PM 
To: Santos, Michael (FNIH) [T} 
Cc: Wholley, David (FNIH) (T] | 


Melencio, Cheryl (FNIH) [T] Burke, Leslie 
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Subject: Re: Notes from Wednesday's ACTIV Leadership Team Meeting 
Dear Michael, 


Thanks for the kind introduction and background. I know FNIH well and am looking forward to working with 
you. And yes, I’ m sure we have many colleagues in common from BMGF! 


An onboarding call would be helpful if it’ s not too much trouble. I’ Il ask Leslie to work with you to set that 
up. I look forward to that, and to meeting the ACTIV group! 


Regards, 


Rajeev 


From: Santos, Michael (FNIH) mi 
Sent: Friday, February 19, 2021 
To: Venkayya, Rajeev < 
Cc: Wholley, David (FNIH) {T] 4 t 
Subject: RE: Notes from Wednesd y’ 


} Melencio, Cheryl (FNIH) [T] <_ 
siershin Team Meeting 


[Be advised that this email came from outside Takeda / BMG: MADSEN EA— OF 


Dear Rajeev, 
We heard from Andy Plump and Francis Collins that you are joining ACTIV. We’re delighted to have you on the team. 


The Foundation for the NIH manages ACTIV; David Wholley leads our work overall, | manage the Vaccines Working 
Group, and my counterparts manage the other Working Groups. If you are interested, we would be happy to have a call 
to provide context on ACTIV and the Vaccines Working Group and answer any questions that you have. 


On a personal note, | was at BMGF for almost 6 years on the Discovery and HIV teams before | joined FNIH in late 
2019. Although we missed overlapping there, I’m sure we know many people in common and | hope that we'll have the 
opportunity to connect sometime. 


Best regards, 
Mike 


acl Santos, PhD 
Vice President, Science | Foundation for the National Institutes of Health 


From: Melencio, Cheryl (FNIH) [T] 4 
Sent: Friday, February 19, 20214:07PM 
To: Austin, Christopher (NIH/NCATS) {E] 


Cavaleri, Marco 
‘Collins, Francis (NIH/OD) [E] 


Dolsten, Mikael 
ily (NIH/NIAID) [E] 


APARO000002192 


Woodcock, Janet (FOA/OCY 
Christine (NIH/NCATS) [E] < 


<ningonzalez@ deloitte.com 
Menetski, Joseph (FNIH) [T] ¢ 


‘asorosa@deloitte.com>; sation, Benjamin <bstratton@deloitte. com>; Tolman, 
; Wachtel, Jonathan m>; Wholley, David (FNIH) [T] 


Castillejos, Carlos Sunt 
com>; Lumsden, ,, Joanne (NIH/NCATS) {c] 
Meltzer, Abbey (FNIH) [ 
olinetz, Carrie (NIH/OD) [E] 


“Subjec Notes from Wednesday's ACTIV Leadership Te 


5 
Hallett, Adrienne 
“jMyles, Renate (NIH/OD) [E] 


(NIH/OD) [E} 


Dear Leadership Team members and meeting attendees: 


Please see the notes from our teleconference this past Wednesday, February 17. Please let me know of any additional 
comments, questions, or suggestions regarding these notes. 


Thank you again for all your support of and contributions to ACTIV. 
Regards, 

David 

David Whoiley 


Senior Vice-President, Research Partnerships 
undation for the National Institutes of Health 


la. MD 20852 


11400 Rockville Pike Suite 600 North Bethe 
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In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


The content of this email and of any files transmitted may contain confidential, proprietary or legally 
privileged information and is intended solely for the use of the person/s or entity/ies to whom it is 
addressed. If you have received this email in error you have no permission whatsoever to use, copy, 
disclose or forward all or any of its contents. Please immediately notify the sender and thereafter delete 
this email and any attachments. 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 
Sent; 3/4/2021 11:04:28 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Meltzer, Abbey (FNIH) [T] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Thompson, Katherine 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3f2c78f864ae43558adb82dc6b9a4d71-thompsonkap]} 
cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d34S5eaf14854c8341d84-freiremc]; Santos, Michael (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Melencio, Cheryl (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Meltzer, Abbey (FNIH) 
(T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Parker, Ashley (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Wojtowicz, Emma (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]) 
Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 


Also, should we change Janet Woodcock’s organization to FDA? We are also checking with HHS to determine if we 
change OWS to COVID-19 Vaccines/Therapeutics Operation. 


From: Myles, Renate (NIH/OD) [E] 
Sent: Thursday, March 4, 2021 3: 
To: Collins, Francis (NIH/OD) [E) 
(FNIH) (T] © 
Cc: Freire, 


aa holley, David (FNIH) [T] 
hompson, Katherine (FNIH) (Th 
“iSantos, Michael (FNIH) [T] 
Meltzer, Abbey (FNIH) [T] { 


|, Meltzer, Abbey 


Melencio, Cheryl 
Parker, Ashley (NIH/OD) [E] 


iS Gonzalez, Nina <ningonzalez@deloitte.com>; Appell, Evan <eappell@deloitte.com>; 


Wojtowicz, Emma (NIH/OD) (Ek 
Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 


Hi David: 


We list the Executive Committee on the ACTIV page and can replace Andy with Rajev on the or: 
Executive Committee governance page. We don’t actually list the leadership on the ACTIV page. 


Cheryl: will you be coordinating as per usual to see if these folks agree to be listed on the page and how they want to be 
listed? 


Thanks, 
Renate 
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From: Collins, Francis (NIH/OD) [E] ae 
Sent: Thursday, March 4, 2021 2: 
To: Wholley, David (FNIH) [T] 


3; Meltzer, Abbey 


Melencio, Cheryl 
}; Parker, Ashley (NIH/OD) [E] 


(FNIH) 
r Appell, Evan & appell @deloitte.corn> 


Wednesday’ 's ACTIV Leadership 7 Team Meeting 
I'm fine with that plan. 


FC 


From: Wholley, David (FNIH) [T] { 
Sent: Thursday, March 4, 2021 1 
To: Myles, Renate (NIH/OD) [E] 7 
Katherine (FNIH) [T] f 
Cc: Freire, i 


(FNIH) (T] + 


}; Meltzer, Abbey (FNIH) [T] 4 b6 } Thompson, 


Santos, Michael (FNIH) [T] 4... 
er, Al bey (FNIH) [7] 
; Parker, Ashley (NIH/OD) [E] ¢ 
te.com>; Appell, Evan <eappell@: 
Notes from Wednesday's ACTIV Leadership Team Meeting 


} Melencio, Chery! 
b; Collins, Fr Francis (NIH/OD) [E] 
jonzalez, Nina 


Subject: F 


Can we please add Gary Dubin to the Vaccine WG rosters on the NIH and FNIH websites, and substitute Rajeev Venkayya 
for Andy Plump as the rep for Takeda to the ACTIV Leadership Team? 


Francis, | am assuming this means Andy is also asking that Rajeev replace him on the Executive Committee. He’s gota 
good background for PPPs—worked for four years on the WH biodefense team (wherefrom he knows Tony Fauci), is 
Andy’s counterpart at Takeda as global head of their vaccines business, directed vaccines delivery at BMGF, and serves 
on the boards of SEPI and IAVI. | found him engaging and impressive, and am guessing Mike did too. 

Thanks, David 


From: Burke, Leslie £ 
Sent: Thursday, March 4, 2021 12:03 PM 
To: Santos, Michael (FNIH) my 


> On Behalf Of Venkayya, Rajeev 


_} Melencio, Cheryl (FNIH) [T] >; Venkayya, 


i 
fednesday's ACTIV Leadership Team Meeting 


’s behalf to let you know he would like to recommend his colleague Gary Dubin, MD 
for the Vaccines WG. Gary is the Head of our Global Medical Office, and leads the Takeda 
| Affairs and Policy team. his Executive Assistant. 


Gary will look forward to connecting! 
Please don’t hesitate to reach out with any questions. 


Many thanks, 
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Leslie Burke 

EA to Rajeev Venkayya, MD, President, Global Vaccine Business Unit 
Vaccine Business Unit 

Takeda Pharmaceutical Company Limited 

Mail to: 40 Landsdowne Street, Cambridge, MA 02139, USA 

Office location: 75 Sidney Street, Cambridge, MA 02139, USA 


ww.takedavaccines.com 


Hi Rajeev, 


It was great meeting and chatting. Your experience and perspectives are a great addition to the group. 


As we discussed, attached are notes from the last few Vaccines WG meetings. The meetings are not under NDA, but our 
principle is that information shared during the meetings should only be used to advanced the shared objective of 
supporting COVID-19 vaccine development. So please feel free to share with the relevant people in your team, but not 
publicly. 


If anyone is interested in joining the Vaccines Working Group, please let us know and we'll be happy to add them. 


Best regards, 
Mike 


Htos, PAD 
ice President, Science | Foundation for the National Institutes af Health 


From: Venkayya, Rajeev i 
Sent: Friday, February 19, 2021 11:21 PM 
To: Santos, Michael (FNIH) [T] 

id (ENIH) [7] 


jotes from Wednesday's ACTIV Leadership Team Meeting 


Burke, Leslie 


C b6 
Subject: Re: N 


Dear Michael, 


Thanks for the kind introduction and background. I know FNIH well and am looking forward to working with 
you. And yes, I’m sure we have many colleagues in common from BMGF! 
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An onboarding call would be helpful if it’ s not too much trouble. I’ Il ask Leslie to work with you to set that 
up, I look forward to that, and to meeting the ACTIV group! 


Regards, 


Rajeev 


From: Santos, Michael (FNIH) [T] 
Sent: Friday, February 19, 2021 
To: Venkayya, Rajeev 
Cc: Wholley, David (FNIH) [T] i" 
Subject: RE: Notes from Wednes lay's 


% Melencio, Cheryl (FNIH)[T]{ 6 
ea ership Team Meeting 


Be advised that this email came from outside Takeda / BMSE-AAMSRBSH LAL ——a¥ ] 


Dear Rajeev, 
We heard from Andy Plump and Francis Collins that you are joining ACTIV. We're delighted to have you on the team. 


The Foundation for the NIH manages ACTIV; David Wholley leads our work overall, | manage the Vaccines Working 
Group, and my counterparts manage the other Working Groups. If you are interested, we would be happy to have a call 
to provide context on ACTIV and the Vaccines Working Group and answer any questions that you have. 


On a personal note, | was at BMGF for almost 6 years on the Discovery and HIV teams before | joined FNIH in late 
2019. Although we missed overlapping there, I’m sure we know many people in common and | hope that we'll have the 
opportunity to connect sometime. 


Best regards, 
Mike 


nites, PAD 
Vice President. Science | Foundation for the National Institutes of Health 


> On Behalf Of Wholley, David (FNIH) [T] 
Sent: Friday, February 19, 2021 4:07 PM 

To: Austin, Christopher (NIH/NCATS) [E] ; Bancel, Stephane 

Cavaleri, Marco 


Collins, Francis (NIH/OD) [E] 


>; Dolsten, Mikael 
(NIH/NIAID) [E 


i y 
} James, Stephanie (FNIH) [T] 
Kramer, Lynn 


(CDC/DDID/NCIRD/OD) “Pandya, Hitesh 


Pao, William 
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F 
Plenge, Robert 
Rouse, Doris 


antos, Michael (FNIH) [T] 
; Stein, Peter (FDA/CDER) 


Vessey, Rupert 
Woodcock, Jan 


See rend com A>; Dally, reas < Nidallefodeicite, com>; Gone Nina 


“Connelly, Sarah <: 
<hhawk@deloitte.com>; Mendelson, Jesse <, imendelson@deloitte com>; 


‘<ningonzalez@ detoitte.com>; Hawk, H 
Menetski, Joseph (FNIH) [T] 


Hallett, Adrienne 
Myles, Renate (NIH/OD) [E] 


n>; Lumsden, Joanne (wiFi7ivcaTs) ta 
“} Meltzer, Abbey (FNIH) [ 
‘arrie (NIH/OD) [E] 
Subject: Notes from Wednesday! 's ACTIV Leadership Team Meeting 


(NiA/OD) (E] 


Dear Leadership Team members and meeting attendees: 


Please see the notes from our teleconference this past Wednesday, February 17. Please let me know of any additional 
comments, questions, or suggestions regarding these notes. 


Thank you again for all your support of and contributions to ACTIV. 
Regards, 

David 

David Wholley 


Senior Vice-President, Research Partnerships 
the National Institutes of Health 


11400 Rockville Pike Suite 600 North Bethesda. MD 20852 


dn 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was veeagnized 
as an organization that exceeds industry standards, 


The content of this email and of any files transmitted may contain confidential, proprietary or legally 
privileged information and is intended solely for the use of the person/s or entity/ies to whom it is 
addressed. If you have received this email in error you have no permission whatsoever to use, copy, 
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disclose or forward all or any of its contents. Please immediately notify the sender and thereafter delete 
this email and any attachments. 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

on behalf of | Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 3/17/2021 8:22:54 PM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBQHE23SPDLT)/cn=Recinients/cn=17597cabi austinc]; Bancel, Stephane 

} Carter, Kara avaleri, Marco 

collins, Francis (NIH/OD) [E] 


a 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Corey, Larry 

Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Victoria Davey 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 

; Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
pients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Erbelding, Emily (NIH/NIAID) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3cSc294efb334fe-erbeldingej]; Erck, Stan 

_3 Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gadbois, Ellen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gibbons, Gary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Hudson, Thomas 

James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en: Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John]; Kramer, Lynn 

Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘ecipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Lepore, John 

Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHE23SPDLT)/cn Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2 -jmascola]; Meeker, David 

‘}Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLTi/encnedplentalen= 500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) lice ExchangeLabs/ou=Exchange Administrative Group 
/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Pandya, Hitesh 

Pangalos, Mene i Pao, William 

shley (NIH/OD) [E] | nge Administrative Group 
bd70-parkeras]; Paul, 
5 Plenge, Robert if b6 
‘couse, Doris [rousé@rti-org]; 


Michael (FNIH) [T] [/ 
(FYDIBOHF23SPDLT)/c 


changeLabs/ou=Exchange Administrative Group 
Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Skovronsky, Daniel 


Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Talley, Michael 

i Venkayya, Rajeev: 
Wholley, David (FNIH) [T] 


Vessey, Ruper' 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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cc: 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ipients/cn=9bc3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Young, John 

; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=4b7e84cce098457896b2df19fa17 2c87-ccolvis]; Desrosiers, Betsy 

Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/c! 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(NIH/NLM/NCBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f43fb8970c343a38150ec1186a34f9a-pruitt] 
Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Margaret Anderson 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138fle284c689fedfb10b8cc5295-marganderso]; Appell, Evan 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83); Chen, 
Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Connelly, Sarah 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; Dally, 
Nicolle [Ndally@deloitte.com]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Hawk, Harrison [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; Melton, Serena 
ismelton@deloitte.com]; Mendelson, Jesse [jmendelson@deloitte.com]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Nasr, Hana 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1]; 
Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Sorosa, Alex 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Stratton, Benjamin 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan [jwachtel@deloitte.com]; Wholley, David 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Carluccio, Dana 
Castillejos, Carlos f “} Culp, Michelle (NIH/OD) (E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; FNIH Central Account 
[fnih@roseliassociates.com]; Hallett, Adrienne (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a77f058dbf75b31b-hallettaa]; Lumsden, Joanne 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Meltzer, Abbey (FNIH) 


APARO000020001 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: ACTIV Joint Executive Committee & Leadership Team Meeting: tomorrow, March 18, 2021 

Attachments: 03.18.21 ACTIV EC and Leadership Team Meeting 20210317_vFinal.pdf; 03.18.21 ACTIV EC and Leadership Team 
Meeting_APPENDIX_20210317_vF.pdf; 2021-02- 
17_ACTIV_Leadership_Team_and_Executive_Commitee_Meeting_Summary_vF.pdf 


Dear ACTIV Leadership Team and meeting attendees: 
Attached please find the slides for our meeting tomorrow, Thursday, March 18, 2021 from 10:30 a.m. to 
12:00 p.m. Eastern U.S. Time. The minutes from the February 17 Executive Committee/Leadership Team call are also 


attached to this note. 


The logistics for the Zoom call, which were previously sent to you in the Outlook calendar invitation, are as follows: 


Us (Washington D.C) 
US (Chicago) 
US (New York) 
US (San Jose) 
US (San Jose) 
Us (Tacoma) 
US (Houston) 
‘Igium 

blgium 
elgium 
belgium 
pigium 
plgium 

| fanada 

i fanada 

| Canada 
Canada 
Canada 
canada 
France 
France 
France 
France 
France 
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23 Italy 
‘Italy 
‘Switzerland 
‘Switzerland 
Switzerl and 
Switzerland 


‘Switzerland 
Switzerland 
| United Kingdom 


United Kingdom 
| United Kingdom 
| United Kingdom 
| United Kingdom 
| United Kingdom 
United Kingdom 


Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 
David 


David Wholley 
senior Vi 


sident, Research Partnerships 
the National Institutes of Health 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNM earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


APARO000020001 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
on behalf of | Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 3/17/2021 8:22:54 PM 
To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F ipic ts/cn=17597 cabs 1f-austinc]; Bancel, Stephane 
L 1]; Carter, Kara Cavaleri, Marco 
} Cihlar, Tomas 3; Collins, Francis (NIH/OD) [E] 
=EXchangélabs7ou=Exchange ‘Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Corey, Larry 
| |; Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Victoria Davey 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/ ipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
mbry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
pients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Erbelding, Emily (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Erck, Stan 
Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gadbois, Ellen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gibbons, Gary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Hudson, Thomas 
James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FY cipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John]; Kramer, Lynn 
H plane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=2d7e368a3137473bbce161547282f2de- lane]; Lepore, John 
Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cr Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Meeker, David 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) Vo= ExchangeLabs/ou=Exchange Administrative Group 
/cn=441f65db836c4a89a42aech9a0d9b96c-NARS]; Pandya, Hitesh 
Pangalos,Menef——s—=<“C—sSMBSSSC“‘C;‘;CSS:*SC*S $ Pao, William 
Parker, Ashley (NIH/OD) (ET (7o: Administrative Group 
Recipients/cn=301 1d70-parkeras]; 
|; Perlmutter, Roger} __ 
| Reese, Davi 
changeLabs/ou=Exchange Administrative Group 
Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Skovronsky, Daniel 


Michael (FNIH) [T] [/ 
(FYDIBOHF23SPDLT)/c! 


abak, Lawrence =a (NiH/OD) [E] [/o=1 Sichiongelabs/oustxchanue Administrative Group 
ipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak' 
i Venkayya, Rajeev 
Wholley, Daviérqrrany rr 


Vessey, Rupert 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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cc: 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=9bc3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Young, John 
|; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=4b7e84cce098457896b2df19fa17 2c87-ccolvis]; Desrosiers, Betsy 
Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 
c ; John Lepore { rant, Sarah 
“} Sherry, Steve (N! geLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=3339a3f0862046b78f97a029¢4753bf3-sherry]; Pruitt, Kim 
(NIH/NLM/NCBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f43fb8970c343a38150ec1186a34f9a-pruitt]) 
Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Margaret Anderson 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138fle284c689fedfb10b8cc5295-marganderso]; Appell, Evan 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83); Chen, 
Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef974bf7bda8fd06f67002cf-qingchen.de]; Connelly, Sarah 
= ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab); Dally, 
Nicolle [Ndally@deloitte.com]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Hawk, Harrison [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; Melton, Serena 
ismelton@deloitte.com]; Mendelson, Jesse [jmendelson@deloitte.com]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34fle072f8cb7-menetskijp]; Nasr, Hana 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a 1); 
Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Sorosa, Alex 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Stratton, Benjamin 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan [jwachtel@deloitte.com]; Wholley, David 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Anderson, James (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acbSb964ca-burklowj]; Carluccio, Dana 
Castillejos, Carlos [CCastil6 @its.jnj.com]; Culp, Michelle (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; FNIH Central Account 
[fnih@roseliassociates.com]; Hallett, Adrienne (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7 f058dbf75b31b-hallettaa]; Lumsden, Joanne 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; Myles, Renate (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Meltzer, Abbey (FNIH) 


COLL0000013016 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: ACTIV Joint Executive Committee & Leadership Team Meeting: tomorrow, March 18, 2021 

Attachments: 03.18.21 ACTIV EC and Leadership Team Meeting 20210317_vFinal.pdf; 03.18.21 ACTIV EC and Leadership Team 
Meeting_APPENDIX_20210317_vF.pdf; 2021-02- 
17_ACTIV_Leadership_Team_and_Executive_Commitee_Meeting_Summary_vF.pdf 


Dear ACTIV Leadership Team and meeting attendees: 

Attached please find the slides for our meeting tomorrow, Thursday, March 18, 2021 from 10:30 a.m. to 

12:00 p.m. Eastern U.S. Time. The minutes from the February 17 Executive Committee/Leadership Team call are also 
attached to this note. 


The logistics for the Zoom call, which were previously sent to you in the Outlook calendar invitation, are as follows: 


Join Zoom Meeting __ 


Meeting ID! 
Passcode: al 
-One tap mobile 


“us (Washington D.C) 
__._ JUS (Chicago) 


{ } US (Washington D.C) 
| | US (Chicago) 
| US (New York) 
| US (San Jose) 
| US (San Jose) 
| US (Tacoma) 
i US (Houston) 
telgium 
Belgium 
Belgium 
Belgium 
Belgium 
Belgium 

i Canada 

| Canada 

| Canada 
Canada 
Canada 
{Canada 

i France 

| France 

i France 

| France 

! France 
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3 Italy 

H Italy 
‘Switzerland 
Switzerland 
Switzerland 
‘Switzerland 
‘Switzerland 
‘Switzerland 

: United Kingdom 
United Kingdom 
| United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 


Find your local number: —_ b6 

Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 

Regards, 

David 


David Wholley 
Senior Vi 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNUT earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 3/21/2021 3:50:59 PM 
To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=175: 1f-austinc]; Carter, Kara 
Cavaleri, Marc 5 Cihlar, Tomas 
“; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
-Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Corey, Larry 
Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘FO BOHF235S! DLT \/en= Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Victoria Davey 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
; Erbelding, Emily (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
SSPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Erck, Stan 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gibbons, Gary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Hudson, Thomas 
r James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
nts/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=feb0b05457404e2f8b88af78e9ac4dd9-Robert.John]; Kramer, Lynn 
‘|; Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(PYDIBOHF23SPDLT) /cn=! Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPOLT) =Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Meeker, David 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT) en: Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT)/cn Recipients/cn=441f6Sdb836c4a89a42aecb9a0d9b96c- -NARS]; Pandya, Hitesh 
Pao, William [__ 3 Parker, Ashley (NIH/OD) (E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Perlmutter, Roger 
; Plenge, Robs Plump, An 
| 
p 


; Reese, David §_ Rouse, Doris { 
u=Exchange Admi 
ipients/cn= ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Skovronsky, Daniel 
Stein, Peter (FDA/CDER) Vostxchangelabs/oustxcnange Administrative Group 


antos, Michael 


Tabak, tanifeiice (WIH/OD) [E] [/o=ExchangeLabs/ou=! Gehange Administrative Group 
Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Talley, Michael 

Tsai, John { j Vessey, Rupert 
|; Woodcock, Janet (FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=9bc3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Young, John 

|; Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Carluccio, Dana 

4# Castillejos, Carlos FNIH Central Account 
[fnih@roseliassociates.com]; Hallett, Adrienne (NIH/OD) [E] [/ (changeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f0S8dbf75b31b-hallettaa]; Lumsden, Joanne 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; Myles, Renate (NIH/OD) 


COLL0000013070-2441846 


cc: 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
| Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
pients/cn=f9795 1a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
_J; Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Meltzer, Abbey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Margaret Anderson 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138fle284c689fedfb10b8cc5295-marganderso]; Appell, Evan 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Chen, 
Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f6 7002cf-qingchen.de]; Connelly, Sarah 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Hawk, Harrison [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; Mendelson, Jesse 
jmendelson@deloitte.com]; Nasr, Hana [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1]; Sorosa, Alex [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d9 1b-Contact_f12]; Stratton, 
Benjamin [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7 188]; Tolman, Brett [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan 
jwachtel@deloitte.com]; Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac21cb83fd599d-embrya], 
|; smelton@deloitte.com; Bancel, Stephane 
Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Lepore, John 
Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Pangalos, Mene 


); Paul, Steve J; Rachel Ramoni 
xchangeLabs/ol Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=d3f6cbS237a44b75887b8a1ca1f9bb91-Rachel.Ramo]; Reed, John 


;, Venkayya, Rajeev 


Austin, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=292fcb760f9f4f199ebe343e08ef1781-austinsj]; Barasch, Kimberly 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaSfad4c52f64f80b7daee4982ae495f-baraschk]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

cipients/cn=acO5f976df484ed69022b866: cd448d3- seattle Caulfied, Anita 

} Coan, Amanda { 
xchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 

=Recipients/cn=! 
Fuhrer, Nicol 
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Hoban, Michelle Hoffstetter, Renata (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=c3e9758570bf4ca08552ea377170ec2a-hoffstetter]; 
Iberdemaj, Vaide | Jenkins, Christine S. 
Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Lever, Susan 
i “i Magbie-Robinson, Kim (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange 
F23SPDLT)/cn=Recipients/cn=74a5b9cea10b4f919d9db20c8aaec3e7-magbierobin]; 
McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Minnich, Beth 

; Protasiewicz, Ann 
Riggin, Mai 


Dorina (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67 5efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Simon, Dina (NIH/OD) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1lac-simondm]; Suhana, Tina (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=07 e062bf05a14748ba3d9fbb3e468057-esuhana]; Thomas, Ashley 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Hughes, Karen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0e11e04daa2b44deala06ce7ab21cb1a-hugheskp]; Togashi, Mieko (NIH/NCI) 
(E] [ 


-togashim]; Underwood, Nancy 
Regan, Donna M... 
i |; Burke, Leslie | _ 
John Lepore { [E] (/o=ExchangeLabs/oi 
Administrative bye 


J; Pruitt, Kim (NIH/NLM/NCBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=543fb8970c343a38150ec1186a34f9a-pruitt]; Sherry, Steve 


Subject: RE: eadership ‘eam Call #14 
Attachments: 2021-03-18_ACTIV_Leadership_Team__and_Executive_Commitee_Meeting_Summary_Final.pdf 


Dear ACTIV Leadership Team members and meeting attendees: 

Please find attached the notes from our meeting this past Thursday, March 18, 2021. Please let me know 
if you have any questions or additional comments, and thank you for your participation in the call. 
Regards, 

David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 3/21/2021 3:54:35 PM 


To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl] 

ce: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: ACTIV Leadership Team Call #14 

Flag: Follow up 


Yes, sorry, | was aware but just missed this one. 


From: Tabak, Lawrence (NIH/OD) [E] { 
Sent: Sunday, March 21, 2021 1 AM 
To: Wholley, David (FNIH) [T] 
Subject: Re: ACTIV Leadership Team Call #14 


David; 

Going forward, please swap Joni Rutter for Chris. Chris is recused from all ACTIV effort. 
Thanks 

Larry 


From: Wholley, David (FNIH) [Ti 
Date: Sunday, March 21, 2021 
To: Melencio, Cheryl (FNIH) Ne 


Austin, Christopher (NIH/NCATS) [E] 

Cavaleri, Marco 

Collins, Francis (NIH/OD) [E] 
ulp, Michelle (NIH/OD) [E] 

Disbrow, Gary (OS/ASPR/BARDA) 
Erbelding, Emily (NIH/NIAID) [E] 


Dolsten, Mi 
b, Erck, Stan 


Johnson, Robert 
} , Cliff 

Meeker, David 
ancy 

_}, Pao, William 
Perlmutter, Roger 

Plump, Andy 


, Mascola, John (NIH/VRC) [E] 
joseph (FNIH) iu i 


Santos, 
>}, Stein, Peter 
Tabak, Lawrence (NIH/OD) [E] 
3, Tsai, John 
Woodcock, 
Anderson, James 
, Carluccio, 


‘Jatiet (FDA7OC) ! 
(NIH/O! klow, John (NIH/ 


| Castillejos, Carlos! 


(NIH/NCATS) [CF 


“>, Wolinetz, 
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Colvis, Christine (NIH/NCATS) [E] 
Eric Hughes <~ 


Carrie (NIH/OD) [E. 
Desrosiers, Betsy < 


| Read, Sarah (NIH/NIAID) {E] Meltzer, Abbey (FNIH) 
i (b) (6) >, Margaret Anderson 

<marganderson @deloitte.com>, Appell, Evan <eappell@deloitte.com>, Chen, Helen 
<gingchen@deloitte.com>, Connelly, Sarah <sconneliy@deloitte.com>, Gonzalez, Nina 
<ningonzalez@deloitte.com>, Hawk, Harrison <hhawk@deloitte.com>, Mendelson, Jesse 
<jmendeison@deloitte.com>, Nasr, Hana <hanasr@deloitte.com>, Sorosa, Alex <asorosa@deloitte.com>, 


priced Benjamin < e com>, Tolman, Brett <! m>, Wachtel, Jonathan 


>, Hoban, Michelle 
Iberdemaj, Vaide 

>, Lagos, Enrique 

, Magbie-Robinson, 
+, McManus, Ayanna 
Perala, Mie 
iccobene, Kim 


Sepulveda, Dorina (FNIH) 
Tina (NIH/VRC) [E] 
Wood, Gretchen 

i, Mieko 
Zottoli, 


Grant, Sarah 
|, Sherry, Steve 


( 
Subject: RE: ACTIV Leadership Team Call #14 


Dear ACTIV Leadership Team members and meeting attendees: 

Please find attached the notes from our meeting this past Thursday, March 18, 2021. Please let me know if you have 
any questions or additional comments, and thank you for your participation in the call. 

Regards, 

David 
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From: Bianchi, Diana (NIH/NICHD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E701B633C0214CB887A00D28A48E19D3-BIANCHIDW] 

Sent: 4/14/2021 2:22:23 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 7 0cfc7ee770-tabakl] 

Subject: Notes from last Friday's ACTIV Vaccines Working Group meeting 

Attachments: 2021-04-09 Vaccines Working Group meeting Summary Notes.docx 


Francis and Larry, 

| don’t know if you received an update on Dr. Elovitz’s presentation of her data on mRNA vaccines in pregnant mice to 
the ACTIV Vaccines Working Group last Friday, so | am forwarding the meeting notes. | attended the meeting and can 
provide more details if needed. The bottom line was that everyone except Dr. Elovitz felt that the data were incomplete 
and there was significant potential harm in prematurely trying to publish. 

Best wishes 

Diana 


From: Santos, Michael (FNIH) [T]! 
Sent: Wednesday, April 14, 2021 8:07 AM 


3 
Maur 
leneffer Hayne: 


Austin, Sarah (NIH/NIAID) [E] 
iSchmid, 

Alan (NiH/NIAID) [E] 

__.} Dieffenbach, Carl (NIH/NIAID) [E] 

Culp, Michelle (NIH/OD) [E] 

3; Wholley, David (FNIH) [T] 

jenetski, Joseph (FNIH) [T] 


Qashu, Felicia (NIH/OD) [E] 
adbois, Ellen (NIH/OD) [E]f 
“>; Melencio, Cheryl (FNIH) [T] <7 


J 


Desrosiers, 
Kurilla, Michael (NIH/NCATS) [E] 
John 


Goldstein, Jason (CDC/DDID, te chrag, Stephanie (CDC/DDID/NCIRD/DBD) 
otir, Mark (CDC/DDID/NCIRD/DVD) Verani, Jennifer R. (CDC/DDID/NCIRD/DBD) 
onzalez, Nina 
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<ningonzalez@deloitte.com>; 'Wachtel, Jonathan’ <jwachtel@DELOITTE.com>; Stratton, Benjamin 
i Anderson <marg: i 


_} Kathleen Callahan 
ood, Gretchen (NIH/OD) [E] 
Jacqueline Miller 


5 Taylor, Kimberly 
Criffield, Robin R. 

Randy Hyer 

Gale Smith 

‘cobb, Merlin 


Adamoli, Donna 


Subject: Notes from Friday's ACTIV Vaccines Working Group meeting 
Dear Vaccines Working Group members and invited guests, 

We appreciate your participation in our meeting on Friday, and in particular our thanks to Michal, Jackie, Cathy, and 
Tom for their presentations, and to all of our members and guests for your questions and engagement in the 


discussion. Notes from the meeting are attached. 


Please don’t hesitate to reach out with any input. 


Best regards, 
Brett and Mike 


Acting Vice President, Science | Foundation for the National Institutes of Health 


Subject: Agenda for Friday's ACTIV Vaccines Working Group meeting 
Dear Vaccines Working Group members, 


We’re looking forward to our next meeting, Friday at 2pm ET / 11am PT / 8pm CEST; note that this meeting is scheduled 
for 90 min. 


The topic for our meeting is the safety of MRNA vaccines in pregnancy, with a number of short presentations/discussions 
of findings so far and time for group Q&A and discussion. We have invited a number of additional participants with 
expertise in this subject to join us for this meeting. 
 Presentation/discussion of findings: 50 min 
°. Michal Elovitz (Penn): 20 min 
oo. Jackie Miller (Moderna): 10 min 
o. Kathrin Jansen, John Burkhardt, and Susan Mather (Pfizer): 10 min 
o Dana Meaney Delman (CDC): 10 min 
© = $Q&A/discussion: 40 min 
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We will also be sending out the invitation for our subsequent meeting, on Weds of next week. Please don’t hesitate to 
share any questions or suggestions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Acting Vice President, Sci 


ce | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, March 9, 2021 11:29 AM 
Subject: Agenda for Friday's ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 
We’re looking forward to our next meeting, Friday at 1pm ET / 10am PT / 7pm CET. 


David Ho from ADARC/Columbia will present on SARS-CoV-2 variants of concern and their impact on monoclonal 
antibodies and current vaccines. A couple of recent papers from David and collaborators may be of interest: Antibody 
Resistance of SARS-CoV-2 Variants 8.1.351 and B.1.1.7 in Nature that shows (among many other things) the impact of 
484K on convalescent, mAb, and vaccinee neutralization titers and a preprint tracking the rise of 501Y and 484K in New 
York City. 


As always, please reach out with any questions or suggestions. 


Best regards, 
Brett and Mike 


Michael 


antos, PhD 
Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Sunday, March 7, 2021 1:51 PM 
Subject: Notes from the ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 


Thank you for your participation in our meeting last week, and particular thanks to Chris Murray for sharing insights 
from the data analysis and modeling that IHME has developed. Notes from the meeting are attached. 


We are in the process of scheduling our next meeting and plan to have an invite out to you soon. Please don’t hesitate 
to reach out with any input. 


Best regards, 
Brett and Mike 


Michaci Santes, PhD 


Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, March 2, 2021 10:24 AM 
Subject: Agenda for tomorrow's ACTIV Vaccines Working Group meeting 
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Dear Vaccines Working Group members, 
We’re looking forward to our next meeting, tomorrow (Wednesday) at 12pm ET / 9am PT / 6pm CET. 


Chris Murray from IHME will present about their work on epidemiological modeling, which we will discuss in the context 
of the potential epidemiological impact of variants and the implications for vaccines. 


As always, please reach out with any questions or suggestions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Saturday, February 27, 2021 11:58 AM 
Subject: Notes from the ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 


Thank you for your participation in our meeting this past week. The slides that Doug presented to frame the discussion 
are attached along with the meeting notes. The updated FDA guidance that Peter Marks referenced in the meeting is 


At the end of the meeting, Larry challenged the group to consider the criteria for introducing new vaccines in response 
to variants with greater granularity. Some potential questions are included on page 7, and everyone is invited to share 
their perspectives or interest in further discussion. 


We are currently working on scheduling our next meeting, which is planned to focus on the potential epidemiological 
impact of variants. 


Please do not hesitate to share any questions or comments. 


Best regards, 
Brett and Mike 


Micha tos, PhD 


Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 

Sent: Sunday, February 21, 2021 5:26 PM 

Subject: Agenda and notes for ACTIV Vaccines Working Group meetings 

Dear Vaccines Working Group members, 

We’re looking forward to our next meeting, tomorrow (Monday) at 12pm ET / 9am PT / 6pm CET. 

The topic for this meeting is a discussion of what information we need to acquire before adding vaccination against a 


variant strain to a country/region’s vaccination strategy. Doug will initiate the conversation then invite perspectives 
from the participants. 
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Notes from Thursday’s meeting are attached. We sincerely thank Penny and Alex for their presentations on the 
implications of the 501Y.V2 variant for natural and vaccine-derived immunity and the cross-neutralization of responses 
to 501Y.V2 infections against ancestral virus. In addition, Joe Menetski’s slides on the new ACTIV Tracking Resistance 
and Coronavirus Evolution (TRACE) Working Group are attached, and anyone interested in more information or 
participating should feel free to reach out to Joe (jmenetski@ fnih.org). 


We welcome additional comments and questions any time. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 


ociate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Wednesday, February 17, 2021 6:25 PM 
Subject: Agendas and notes for ACTIV Vaccines Working Group meetings 


Dear Vaccines Working Group members, 
We’re looking forward to our next meeting, tomorrow (Thursday) at 2pm ET / 11am PT / 8pm CET. 


The topic for this meeting will be antibody immunity to 501Y.V2 through vaccination and infection, with presentations 
from Penny Moore (South Africa’s National Institute of Communicable Diseases) and Alex Sigal (Africa Health Research 
Institute). 


Our third meeting on the topic of viral variants will be Monday, 22 Feb. The agenda for that meeting is a discussion of 
what information we need to acquire before adding vaccination against a variant strain to a country/region’s vaccination 
strategy. Doug will initiate the conversation then invite perspectives from the participants. 


Notes from our first meeting on this topic are attached, with appreciation again to Trevor Bedford and Jesse Bloom and 
for the many contributions of meeting participants. 


Finally, we wanted to provide an update on the concept of a trial to assess the impact of vaccination on infection 
transmission and viral load, which we discussed in meetings in late 2020. A modified version of the protocol that we 
discussed has been supported to move forward. The trial plans to enroll 12,000 students including at HBCUs, split 
between immediate-vaccination and delayed-vaccination arms (substituting delayed vaccination for placebo eased 
regulatory requirements), with daily viral sampling and contact tracing of infections as possible. 


As always, please reach out with any questions or suggestions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Thursday, February 11, 2021 2:59 PM 
Subject: Slides from today's ACTIV Vaccines Working Group meeting 


Hi all, 
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Thanks again to Trevor and Jesse for their insightful presentations and to everyone who participated in the 
meeting. Trevor and Jesse have kindly made their slides available at: 
° https://bedford.io/talks/sars-cov-2-molecular-evoiution-activ/#/ (advance with space-bar or arrows) 
¢  https://slides.corm/jbloom/sars-cov-2_activ 


We will be following up with meeting notes, and will send an invite for our next meeting as soon as we can. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 


iate Vice President, Science | Foundation for th 


onal Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, February 9, 2021 5:54 PM 
Subject: Agenda for the next ACTIV Vaccines Working Group meeting (Thurs, 11 Feb) 


Dear Vaccines Working Group members, 


We’re looking forward to our next meeting, Thursday at 11:30am ET / 8:30am PT / 5:30pm CET. Please note that this 
meeting is scheduled for 75 min to allow for more discussion. 


The topic for this meeting (and planned subsequent meetings) is the evolution of viral variants and the implications for 
vaccines. For our meeting Thursday, Jesse Bloom and Trevor Bedford of Fred Hutch will join us to present on the 
genetics of the epidemic and predictive analytics, followed by discussion during which we welcome participants to share 
the activities that their organizations are undertaking in response. 


As always, please reach out with any questions or suggestions. 


Best regards, 
Brett and Mike 


Mic! 
As 


tos, PhD 
Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Sunday, December 13, 2020 7:11 PM 
Subject: Agenda for the next ACTIV Vaccines Working Group meeting (Monday, 14 Dec) 


Dear Vaccines Working Group members, 
We’re looking forward to our next meeting, tomorrow (Monday) at 12pm ET / 9am PT / 6pm CET. 


The main agenda item for tomorrow is discussion of potential approaches to evaluate the impact of vaccines on 
transmission. This topic was presented and discussed at the 18 Nov meeting of the Vaccines Clinical Trials Sub-Group. If 
you were unable to join that meeting (or to refresh your memory), the notes with presentation materials embedded are 
attached. 


If we have additional time after that discussion, we may discuss Working Group member perspectives on the other 

topics that have been discussed recently in the Clinical Trials Sub-Group: the potential for blinded cross-over within 
studies (30 Nov, notes attached) and evaluating vaccines in immunocompromised populations (10 Dec, notes still to 
come). 
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If you cannot join the meeting but would like to provide input on any of the topics above, please send it to us prior to 
Wednesday, when Doug will be reporting on behalf of the group to the ACTIV Leadership Team. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Wednesday, November 18, 2020 7:13 PM 
Subject: Notes from the ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 

With apologies for the delay, attached are notes and the single slide from last week’s Vaccines Working Group meeting. 
After the meeting, the Working Group and Sub-Group leadership aligned on the immediate priorities for 

discussion. Those begin today with the Vaccine Clinical Trial Sub-Group’s meeting on evaluating the impact of vaccines 
on transmission. Topics prioritized for subsequent discussions include potential blinded cross-over for ongoing phase 3 
trials, preparing for the possibility of vaccine efficacy varying by platform/product, and evaluating vaccines in 
immunocompromised populations. Invitations for meetings on those topics will be sent soon. 


As always, we welcome addition comments and questions. 


Best regards, 
Brett and Mike 


Michacl Santos, PhD 
siate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, November 10, 2020 1:33 PM 
Subject: Agenda for tomorrow's ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 

We're looking forward to our next meeting, tomorrow (Wednesday) at 1pm ET / 10am PT / 7pm CET. We scheduled this 
meeting last week without knowledge of yesterday’s exciting announcement, and are delighted to be re-convening this 
group at such an auspicious time. 

As we described below, the agenda for tomorrow is an open discussion of the priorities for vaccines in addition to the 
licensure studies that the Vaccines Working Group or the Clinical Trials Sub-Group should consider. Some members of 
the group have already proposed a few ideas, and all members of the group are invited to make additional suggestions 


and weigh in on the potential opportunities. After the meeting we will prioritize next steps. 


If you cannot attend tomorrow’s meeting, as always please feel free to submit ideas in advance that we can share on 
your behalf or send feedback on the notes afterwards. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 


COLL0000011826 


Associate Vice President, Science | Foundation for the National Institutes of Health 
From: Santos, Michael (FNIH) [T] 

Sent: Friday, November 6, 2020 1:01 PM 

Subject: Next ACTIV Vaccines Working Group meeting: Weds, 11 Nov 


Dear Vaccines Working Group members, 


As you may recall from the summer, we agreed to stop regular meetings of the Vaccines Working Group and reconvene 
as needed. Our next meeting will be Wednesday, 11 Nov, at 1pm ET (10am PT / 7pm CET). 


We’ve been requested by ACTIV leadership to have a discussion about the priorities for vaccines in addition to the 
licensure studies. The Vaccines Clinical Trials Sub-Group has had previous meetings on the topics of evaluation in 
pregnant and pediatric populations, and is planning upcoming conversations about studying impact on transmission and 
evaluation in immunocompromised populations, as well as a discussion of the potential application of expanded access 
protocols. 


At our next Working Group meeting, we would appreciate input on those and other potential priorities for discussion 
within the group. We are looking forward to your thoughts, and as always appreciate any questions or suggestions. 


Best regards, 
Brett and Mike 


Michael § 
Associate 


ntos, PhD 

ice President, Science 

‘or the National Institutes of Health 

} fnih.org 

, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 


COLL0000011826 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 6/27/2020 6:19:54 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: got $$ for immunomodulator study 


Thanks we have continued plans for the trial unabated and will be back in touch with Kevin about the funds. 


From: Collins, Francis (NIH/OD) [E 
Sent: Saturday, June 27, 2020 12:46 PM 

To: Wholley, i b6 
(NIH/OD) [E] 
(NIH/NIAID) [E] 
(NIH/OD) [E]{ 
Subject: FW: got $$ for immunomodulator study 


Freire, Maria (FNIH) (T]{ 
} hristopher (NIH/NCATS) [E 
Anderson, James (NIH/OD) [E = 


abak, Lawrence 
5 Lane, Cliff 
}Parker, Ashley 


Looks good. 


From: Woodcock, Janet <__ 
Sent: Saturday, June 27, 2020 12:35 PM 
To: Collins, Francis (NIH/OD) [E] ¢. 
Subject: RE: got $$ for immunomodulator study 


Francis, you were fine. Yes we got the money agreed to and will aim to transfer it asap. As you may know, “they” are 
doling it out, not even sure who “they” are, but we had to give NIAID only $206M as a down payment on the 2 studies 
and they fronted the rest from their funds, as the $$ are given out we will transfer them ASAP. Don’t know when the 
next tranche comes but it should be soon, NCATS should start negotiations with the CROs etc. | will keep you 

posted. Lack of transparency frustrating but above my pay grade to solve. jw 


Sent: Saturday, June 27, 2020 11: 
To: Woodcock, Janet fo 
Subject: RE: got $$ for immunomodulator study 


Hi Janet, 


| hope you’re getting a bit of a break to work in the garden today — but probably not as much as you’d like! 


APARO000005005 


| understand you had a really productive conversation about the immunomodulators trial (aka ACTIV-1) with 
David Wholley and Stacey Adam yesterday. From David's report, | understand that your main concerns about 
the immunomodulators trial and the dexamethasone results have now been addressed, and we can move 
forward as soon as the protocol is approved — but | wanted to be sure that is correct. Once the protocol is 
approved, will there be a way for the funds to be rapidly transferred? 


Thanks for all your help on this. I’m sorry if | sounded a bit frustrated on Thursday evening, it’s been a tough 
week, 


Best, Francis 


From: Woodcock, Janet____ 
Sent: Friday, June 26, 2020 12: 
To: Collins, Francis (NIH/OD) [E] <7 
Subject: RE: got $$ for immunomo 


OK, use of background SOC does alter the situation for immunomodulators a bit. jw 


From: Collins, Francis (NIH/OD) [E] { 
Sent: Friday, June 26, 2020 7:00 AM 
To: Woodcock, Janet 
Subject: RE: got $$ for immunomodulator study 


Hi Janet, 


Spoke to Tony. He’s looked at the Dex preprint, and thinks it is convincing. Cliff Lane has changed the clinical 
guidelines to include steroids as SOC for ventilated patients. 


The Therapeutics Clinical WG has discussed the implications of the RECOVERY trial on at least three occasions 
and have developed a response that may not have been explained to you. David Wholley and Stacey Adams 


are planning to call you today to provide more information about that. 


Best, Francis 


From: Woodcock, Janet! ij 
Sent: Thursday, June 25, 2020 8:26 PM 

To: Collins, Francis (NIH/OD) [E] < 
Subject: RE: got $$ for immunomodulator study 


Sure. I’m checking with FDA on their assessment of the dex arm of RECOVERY. You might ask Tony what he thinks if he 
has looked at the full paper. jw 


From: Collins, Francis (NIH/OD) [E: 
Sent: Thursday, June 25, 2020 7:48 PM 
To: Woodcock, Janet 
Subject: RE: got $$ for immunomodulator study 


Thanks, Janet, that’s reassuring, let’s move ahead quickly and get this resolved. 


Best, Francis 


APARO000005005 


From: Woodcock, Janet !_ 
Sent: Thursday, June 25, 2020 6: 
To: Collins, Francis (NIH/OD) [E}.__ 
Subject: RE: got $$ for immunomodulator study 


Well | think it is pretty straightforward. The funding is available. The landscape has changed though. The therapeutics 
working group did not have the advantage of the full description of the RECOVERY dexamethasone arm. It looks pretty 
solid to me. Neither the funders of the trial nor the sponsors of the trial can move forward until we are sure the design 
conforms to ethical principles. No matter what other groups have said, we (NCATS and OWS) will be responsible for this. 
So we have to take a close look at the RECOVERY results and decide if it is still ethical to randomize to a SOC that does 
not include dexamethasone, and if it does, how do we add immunomodulators? We can do this quickly and the money 
is available, but it must be done. NCAT might move forward with selecting a CRO while we work this out. jw 


From: Collins, Francis (NIH/OD) [E] ; 
Sent: Thursday, June 25, 2020 6:22 PM 
To: Woodcock, Janet 
Subject: RE: got $$ for immunomodulator study 


Hi Janet, 


| just got a message from Chris Austin (his summary is below, please tell me if this is not accurate). Now! am 
really confused about ACTIV-1 (the three immunomodulators). When Moncef was skeptical about the 
scientific basis for the choice of these three agents (on May 29, almost four weeks ago), we went through that 
in considerable detail, and he eventually agreed (or at least didn’t object). You sent me a note a week ago 
(below) saying that the $$ had been allocated. So we moved ahead. 


But now? | was disappointed that DAIT was not enthusiastic about the trial, but they are traditionally a rather 
academic group and didn’t like the idea of having to do things this quickly and take risks that it might now 
work. So we moved quickly to identify a CRO model through NCATS and Duke, and that looked like the right 
way to get this done. ACTIV-1 has already taken longer to launch this than it should, so we were highly 
motivated to get it going. The Therapeutics WG already looked at the protocol, and my understanding is that 
the dex study did not change their view on how the study should be conducted (though | don’t have the 
details on this). 


| fear the companies are going to walk pretty soon if this doesn’t get underway. The ACTIV Therapeutics WG 
will be deeply demoralized if this all blows up. How long will this re-re-evaluation likely take? 


Sorry, | guess my frustration is showing a bit here. Glad to talk by phone if that would help. 301-641-0104 
Francis 


From Chris Austin: 

ACTIV-1: Janet is not comfortable with the protocol as is, given the RECOVERY dex data (see 
https://www,medrxiv.org/content/10.1101/2020.06.22.20137273v1 just out), the many other immunomodulators she 
knows are being tested by companies, and objections she heard DAIT had. She wants to see the original evaluation that 
ACTIV did to select the three compounds, and the written comments from DAIT. She thinks the protocol will likely need 
to be re-written to account for dex; she brought up again the concept of the “screening trial.” To decide what to do, she 
wants a meeting with her extended group and NCATS 


APAROO000005005, 


From: Woodcock, Janet ¢ 
Sent: Thursday, June 18, 2020 4:41 PM 
To: Collins, Francis (NIH/OD) [E] 
Subject: got $$ for immunomodulator study 


But they are not ready yet. Will provide when they are ready. jw 


APARO000005005 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 

Sent: 6/26/2020 11:52:44 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: got $$ for immunomodulator study 


It was requested several times on the call we had with her yesterday, and decided on as the action item from the call. 


From: Wholley, David (FNIH) [T! 
Sent: Thursday, June 25, 2020 10:37 PM 
To: Austin, Christopher (NIH/NCATS) [E] 
Cc: Freire, Maria (FNIH) [ ane, Cliff (NIH/NIAID) [E] {~ 
(NIH/OD) [Ef b6 i Tabak, Lawrence (NIH/OD) [E} 
(NIH/OD) [E| pha i 
Subject: RE: got $$ for immunomodulator study 


Anderson, James 
Parker, Ashley 
zal 


Chris, 
| do not see a call specifically requested in Janet’s note, and | think an all-hands call is not likely to be productive. 


From: Austin, Christopher (NIH/NCATS) [E]} 
Sent: Thursday, June 25, 2020 8:09 PM 
To: Collins, Francis (NIH/OD) [E] 
Ce: Frei : 


holley, David Lane, Cliff (NIH/NIAID) 
awrence (NIH/OD) [E] 


“t; Parker, Ashley (NIH/OD) [E] 


Subject: ‘ot $$ for immunomodulator study 


Will do, let me know if anyone wants additional people on the call Janet requested in addition to those | listed. | will get 
this scheduled tomorrow. 


Sent from my iPhone 


On Jun 25, 2020, at 7:49 PM, Collins, Francis (NIH/OD) [E] < 


Glad to see she doesn’t seem to be inclined to re-litigate the case for the three specific 
immunomodulators. If it’s just about dexamethasone and SOC, let’s do this! And quickly! 


APAROO00005007 


Francis 


From: Collins, Francis (NIH/OD) [E] 

Sent: Thursday, June 25, 2020 7:48 PM 
To: Woodcock, Janet 
Subject: RE: got $$ for immunomodulator study 


Thanks, Janet, that’s reassuring, let’s move ahead quickly and get this resolved. 


Best, Francis 


From: Woodcock, Janet f 
Sent: Thursday, June 25, 2 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: got $$ for immunomodulator study 


Well | think it is pretty straightforward. The funding is available. The landscape has changed though. 
The therapeutics working group did not have the advantage of the full description of the RECOVERY 
dexamethasone arm. It looks pretty solid to me. Neither the funders of the trial nor the sponsors of the 
trial can move forward until we are sure the design conforms to ethical principles. No matter what other 
groups have said, we (NCATS and OWS) will be responsible for this. So we have to take a close look at 
the RECOVERY results and decide if it is still ethical to randomize to a SOC that does not include 
dexamethasone, and if it does, how do we add immunomodulators? We can do this quickly and the 
money is available, but it must be done. NCAT might move forward with selecting a CRO while we work 
this out. jw 


From: Collins, Francis (NIH/OD) [E]!, b6 > 
Sent: Thursday, June 25, 2020 6:22 PM 

To: Woodcock, Janet {7 i 
Subject: RE: got $$ for immunomodulator study 


Hi Janet, 


| just got a message from Chris Austin (his summary is below, please tell me if this is not 
accurate). Now| am really confused about ACTIV-1 (the three immunomodulators). When 
Moncef was skeptical about the scientific basis for the choice of these three agents (on May 29, 
almost four weeks ago), we went through that in considerable detail, and he eventually agreed 
(or at least didn’t object). You sent me a note a week ago (below) saying that the $$ had been 
allocated. So we moved ahead. 


But now? | was disappointed that DAIT was not enthusiastic about the trial, but they are 
traditionally a rather academic group and didn’t like the idea of having to do things this quickly 
and take risks that it might now work. So we moved quickly to identify a CRO model through 
NCATS and Duke, and that looked like the right way to get this done. ACTIV-1 has already taken 
longer to launch this than it should, so we were highly motivated to get it going. The 
Therapeutics WG already looked at the protocol, and my understanding is that the dex study 
did not change their view on how the study should be conducted (though | don’t have the 
details on this). 


APAROO00005007 


| fear the companies are going to walk pretty soon if this doesn’t get underway. The ACTIV 
Therapeutics WG will be deeply demoralized if this all blows up. How long will this re-re- 
evaluation likely take? 


Sorry, tration is showing a bit here. Glad to talk by phone if that would 


help. 
Francis 


From Chris Austin: 

ACTIV-1: Janet is not comfortable with the protocol as is, given the RECOVERY dex data (see 
Attps://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1 just out), the many other 
immunomodulators she knows are being tested by companies, and objections she heard DAIT had. She 
wants to see the original evaluation that ACTIV did to select the three compounds, and the written 
comments from DAIT. She thinks the protocol will likely need to be re-written to account for dex; she 
brought up again the concept of the “screening trial.” To decide what to do, she wants a meeting with 
her extended group and NCATS 


From: Woodcock, Janet 4 
Sent: Thursday, June 18, 2020 
To: Collins, Francis (NIH/OD) [E] + 
Subject: got $$ for immunomodul. 


y 


But they are not ready yet. Will provide when they are ready. jw 


APAROO00005007 


From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548ES96778304F781F-AUSTINC] 


Sent: 6/26/2020 11:51:10 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: got $$ for immunomodulator study 


Ok sounds good, She’s very open to discussion, just wants to do the right thing medically given the changes in the 
therapeutic landscape for COVID. 


From: Collins, Francis (NIH/OD) [E];, 
Sent: Friday, June 26, 2020 5:29 AM 

To: Austin, Christopher (NIH/NCATS) [E 
Cc: Freire, Maria (FNIH) [ 


“5 Lane, Cliff (NIH/NIAID) 
ak, Lawrence (NIH/OD) [E] 


pa: Wholley, D; 


Hi Chris, 


Before you set up this larger discussion, it may be advantageous for David and Stacey to have a conversation 
with Janet. She may not be aware of what the Therapeutics WG has already done about these issues. Let’s 
discuss at War Room today, 


FC 


From: Austin, Christopher (NIH/NCATS) [E]i. 
Sent: Thursday, June 25, 2020 8:09 PM 

To: Collins, Francis (NIH/OD) [E 
Cc: Freire, Maria (FNIH) [T]i 


"} Wholley, David (FNIH) (T] 
Anderson, James (NIH/OD) [E 
, Parker, Ashley (NIH/OD) [E]f 
‘or immunomodulator study 


Lane, Cliff (NIH/NIAID) 
Tabak, Lawrence (NIH/OD) [E] 


ubject: 


Will do, let me know if anyone wants additional people on the call Janet requested in addition to those | listed. | will get 
this scheduled tomorrow. 


Sent from my iPhone 


APAROO000005008 


On Jun 25, 2020, at 7:49 PM, Collins, Francis (NIH/OD) [E] i wrote: 


Glad to see she doesn’t seem to be inclined to re-litigate the case for the three specific 
immunomodulators, If it’s just about dexamethasone and SOC, let’s do this! And quickly! 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Thursday, June 25, 2020 7:48 PM 
To: Woodcock, Janet ¢_ bé 
Subject: RE: got $$ for immunomodulator study 


Thanks, Janet, that’s reassuring, let’s move ahead quickly and get this resolved. 


Best, Francis 


From: Woodcock, Janet: 
Sent: Thursday, June 25, 2020 6:58 PM. 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: got $$ for immunomodulator study 


Well | think it is pretty straightforward. The funding is available. The landscape has changed though. 
The therapeutics working group did not have the advantage of the full description of the RECOVERY 
dexamethasone arm. It looks pretty solid to me. Neither the funders of the trial nor the sponsors of the 
trial can move forward until we are sure the design conforms to ethical principles. No matter what other 
groups have said, we (NCATS and OWS) will be responsible for this. So we have to take a close look at 
the RECOVERY results and decide if it is still ethical to randomize to a SOC that does not include 
dexamethasone, and if it does, how do we add immunomodulators? We can do this quickly and the 
money is available, but it must be done. NCAT might move forward with selecting a CRO while we work 
this out. jw 


From: Collins, Francis (NIH/OD) [E 
Sent: Thursday, June 25, 2020 6:22 
To: Woodcock, Janet! 
Subject: RE: got $$ for immunomodulator study 


Hi Janet, 


| just got a message from Chris Austin (his summary is below, please tell me if this is not 
accurate), Now| am really confused about ACTIV-1 (the three immunomodulators). When 
Moncef was skeptical about the scientific basis for the choice of these three agents (on May 29, 
almost four weeks ago), we went through that in considerable detail, and he eventually agreed 
(or at least didn’t object). You sent me a note a week ago (below) saying that the $$ had been 
allocated. So we moved ahead. 


But now? | was disappointed that DAIT was not enthusiastic about the trial, but they are 
traditionally a rather academic group and didn’t like the idea of having to do things this quickly 
and take risks that it might now work. So we moved quickly to identify a CRO model through 
NCATS and Duke, and that looked like the right way to get this done. ACTIV-1 has already taken 


APAROO000005008 


longer to launch this than it should, so we were highly motivated to get it going. The 
Therapeutics WG already looked at the protocol, and my understanding is that the dex study 
did not change their view on how the study should be conducted (though | don’t have the 
details on this). 


| fear the companies are going to walk pretty soon if this doesn’t get underway. The ACTIV 
Therapeutics WG will be deeply demoralized if this all blows up. How long will this re-re- 
evaluation likely take? 


Sorry, | g 
help. 


frustration is showing a bit here. Glad to talk by phone if that would 


Francis 


From Chris Austin: 

ACTIV-1; Janet is not comfortable with the protocol as is, given the RECOVERY dex data (see 
https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1 just out), the many other 
immunomodulators she knows are being tested by companies, and objections she heard DAIT had. She 
wants to see the original evaluation that ACTIV did to select the three compounds, and the written 
comments from DAIT. She thinks the protocol will likely need to be re-written to account for dex; she 
brought up again the concept of the “screening trial.” To decide what to do, she wants a meeting with 
her extended group and NCATS 


From: Woodcock, Janet; 
Sent: Thursday, June 18, 2020 
To: Collins, Francis (NIH/OD) [E] 
Subject: got $$ for immunomodulator study 


But they are not ready yet. Will provide when they are ready. jw 


APAROO000005008 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 6/18/2020 8:33:29 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: Materials for todays OWS Meeting at Spm 

Attachments: 06 18 20 OWS Board Agenda v.3.docx; 18Jun2020_OWS_Board_Rx_deck_Final.pptx 


Check this out. More info here on mAbs. 
Close hold, not for distribution. 


FC 


From: Tignor, Beth (HHS/IOS)<¢ 
Sent: Thursday, June 18, 2020 7 
To: Tignor, Beth (HHS/IOS) ¢ 5 Apple, Matthew (HHS/IOS} 
Subject: Materials for todays OWS Meeting at Spm 


Good afternoon All, 
Please find attached Materials for today’s meeting. We will provide printed materials for those attending in person. See 
you all soon. 


Beth Tignor 
Director of Scheduling 


18} un2020_OW... 06 18 20 OWS 
Board Agenda v.... 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 6/16/2020 3:18:31 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]}; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras} 

Subject: FW: Factsheet: Explaining Operation Warp Speed 


From: Myles, Renate (NIH/OD) [E]!. 
Sent: Tuesday, June 16, 2020 10:51 AM 
To: Collins, Francis (NIH/OD) [E] 
SmallStaff@mail.nih.gov> 

Cc: Prince, Scott (NIH/OD) [E] 
Rebecca (NIH/OD) {E] 4_ 


NIH Director's Executive Committee <OD- 


} OCPLPressTeam <OCPLPressTeam @od.nih.gov>; Kolberg, 

elis, Kim (NIH/OD) [E] £ George, Jill (NIH/OD) [E] 
Kuska, Bob (NIH/OD) [E] fc Parker, Ashley (NIH/OD) [E] 

} Gadbois, Ellen (NIH/OD) [E] { Brodd, Lauren (NIH/OD) [E] 


___._b6 


Subject: Factshee' Explaining Operation Warp Speed 


| News Release 


U.S. Department of Health and Human Services 202-690-6343 
Vv 


www.hhs.gov/news 


Twitter @SpoxHHS 
FOR IMMEDIATE RELEASE 
Tuesday, June 16, 2020 


Factsheet: Explaining Operation Warp Speed 


What's the goal? 
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Operation Warp Speed (OWS) aims to deliver 300 million doses of a safe, effective vaccine for COVID-19 by 
January 2021, as part of a broader strategy to accelerate the development, manufacturing, and distribution of 
COVID-19 vaccines, therapeutics, and diagnostics (collectively known as countermeasures). 


How will the goal be accomplished? 


By investing in and coordinating countermeasure development, OWS will allow countermeasures such as a 
vaccine to be delivered to patients more rapidly while adhering to standards for safety and efficacy. 


Who’s working on it? 


OWS is a partnership among components of the Department of Health and Human Services (HHS), including 
the Centers for Disease Control and Prevention (CDC), the Food and Drug Administration (FDA), the National 
Institutes of Health (NIH), and the Biomedical Advanced Research and Development Authority (BARDA), and 
the Department of Defense (DoD). OWS engages with private firms and other federal agencies, including the 
Department of Agriculture, the Department of Energy, and the Department of Veterans Affairs. It will 
coordinate existing HHS-wide efforts, including the NIH’s Accelerating COVID-19 Therapeutic Interventions 
and Vaccines (ACTIV) partnership, NIH’s Rapid Acceleration of Diagnostics (RADx) initiative, and work by 
BARDA. 


What’s the plan and what’s happened so far? 


Development: To accelerate development while maintaining standards for safety and efficacy, OWS has been 
selecting the most promising countermeasure candidates and providing coordinated government support. 


Protocols for the demonstration of safety and efficacy are being aligned, which will allow the trials to proceed 
more quickly, and the protocols for the trials will be overseen by the federal government, as opposed to 
traditional public-private partnerships, in which pharmaceutical companies decide on their own protocols. 
Rather than eliminating steps from traditional development timelines, steps will proceed simultaneously, such 
as starting manufacturing of the vaccine at industrial scale well before the demonstration of vaccine efficacy 
and safety as happens normally. This increases the financial risk, but not the product risk. 


Select actions to support OWS vaccine development so far include: 


« March 30: HHS announced $456 million in funds for Johnson & Johnson’s candidate vaccine, with 
Phase | clinical trials set to begin this summer. 

« April 16: HHS made up to $483 million in support available for Moderna’s candidate vaccine, which 
began Phase | trials on March 16 and received a fast-track designation from FDA. 

« May 21: HHS announced up to $1.2 billion in support for AstraZeneca’s candidate vaccine, developed 
in conjunction with the University of Oxford. The agreement is to make available at least 300 million 
doses of the vaccine for the United States, with the first doses delivered as early as October 2020 and 
Phase 3 clinical studies beginning this summer with approximately 30,000 volunteers in the United 
States. 


As announced on May 15, the vaccine development plan is as follows, subject to change as work proceeds: 


¢ Fourteen promising candidates have been chosen from the 100+ vaccine candidates currently in 
development—some of them already in clinical trials with U.S. government support. 
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« The 14 vaccine candidates are being narrowed down to about seven candidates, representing the most 
promising candidates from a range of technology options, which will go through further testing in early- 
stage clinical trials. 

« Large-scale randomized trials for the demonstration of safety and efficacy will proceed for the most 
promising candidates. 


Manufacturing: The federal government is making investments in the necessary manufacturing capacity at its 
own risk, giving firms confidence that they can invest aggressively in development and allowing faster 
distribution of an eventual vaccine. Manufacturing capacity for selected candidates will be advanced while they 
are still in development, rather than scaled up after approval or authorization. Manufacturing capacity 
developed will be used for whatever vaccine is eventually successful, if possible given the nature of the 
successful product, regardless of which firms have developed the capacity. 


Select actions to support OWS manufacturing efforts so far include: 


« The May 21, April 16, and March 30 HHS agreements with AstraZeneca, Moderna, and Johnson & 
Johnson respectively include investments in manufacturing capabilities. 

e June 1: HHS announced a task order with Emergent BioSolutions to advance domestic manufacturing 
capabilities and capacity for a potential COVID-19 vaccine as well as therapeutics, worth approximately 
$628 million. 


Distribution: Before the countermeasures are approved or authorized, the program will build the necessary plans 
and infrastructure for distribution. 


HHS plans for a tiered approach to vaccine distribution, which will build on allocation methodology developed 
as part of pandemic flu planning and be adjusted based on experience during the first wave of the COVID-19 
response, data on the virus and its impact on populations and the performance of cach vaccine, and the needs of 
the essential workforce. OWS will expand domestic manufacturing and supplies of specialized materials and 
resources, such as glass vials, that can be necessary for distribution. DoD’s involvement will enable faster 
distribution and administration than would have otherwise been possible. 


Select actions to support OWS distribution efforts include: 


¢ May 12: DoD and HHS announced a $138 million contract with ApiJect for more than 100 million 
prefilled syringes for distribution across the United States by year-end 2020, as well as the development 
of manufacturing capacity for the ultimate production goal of over 500 million prefilled syringes in 
2021. 
« June 9: HHS and DoD announced a joint effort to increase domestic manufacturing capacity for vials 
that may be needed for vaccines and treatments: 
o $204 million to Corning to expand the domestic manufacturing capacity to produce an additional 
164 million Valor Glass vials each year if needed. 
o $143 million to SiO2 Materials Science to ramp up capacity to produce the company’s glass- 
coated plastic container, which can be used for drugs and vaccines. 


Who’s leading OWS? 
HHS Secretary Alex Azar and Defense Secretary Mark Esper oversee OWS, with Dr. Moncef Slaoui designated 
as chief advisor and General Gustave F. Perna nominated to be chief operating officer. To allow these OWS 


leaders to focus on operational work, in the near future the program will be announcing separate points of 
contact, with deep expertise and involvement in the program, for communication with Congress and the public. 
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What are you doing to make these products affordable for Americans? 


As a commitment to making countermeasures affordable for the American people, and as a condition of 
receiving support from OWS, companies will provide to the U.S. government an allocation of countermeasures 
developed. 

How is this being funded? 

Congress has directed almost $10 billion to this effort through supplemental funding, including the CARES Act. 
Congress has also appropriated other flexible funding. The almost $10 billion specifically directed includes 
more than $6.5 billion designated for countermeasure development through BARDA and $3 billion for NIH 


research. 


To view a PDF of this fact sheet, please visit here. 
HHH 


Connect with HHS and sign up for HHS emai updates 


a= = 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D34S5SEAF14854C83F41D84-FREIREMC] 

Sent: 6/11/2020 11:58:12 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 14 0faa9SaaaafeO6ebd70-parkeras] 

Subject: Re: Following up 


Double yay!!!!_ Quict as moths worked, she says with a smile. Great job Francis! M. 


From: "Collins, Francis (NIH/OD) [E]"\. 
Date: Thursday, June 11, 2020 at 7:56:16 AM 


"Austin, Christopher (NIH/NCATS) [E]" ¢. b6 
"66" SM ae David NHy (T)"4. 


“}."Anderson, 


Yay! 


From: Woodcock, Janet | 
Sent: Thursday, June 11, 3030 7:49 AM 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Following up 


It is resolved, we will get you the funds, | just haven’t gotten the money from OMB. Presented to them yesterday, You 
might check with the dept. budget people on how it is going, they are working on it. jw 


From: Collins, Francis (NIH/OD) [E] f 
Sent: Wednesday, June 10, 2020 9: 
To: Woodcock, Janet { [Vata 


Subject: RE: Following up 


Hi Janet, 


Just checking in again to see where things stand with the immunomodulator trial. Everyone is champing at the 
bit to get started. Anything | need to do to help get this resolved? 
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Francis 


From: Woodcock, Janet +. “ 
Sent: Monday, June 8, 2020 8: 
To: Collins, Francis (NIH/OD) [E} 
Subject: Re: Following up 


Thanks. I'll talk to him tomorrow if that is ok. | think this trial will be a go. | still have to present to OMB so am a bit 
unclear on when the $$ will flow. Jw 


From: Collins, Francis (NIH/OD) [E]i »b6 
Date: June 8, 2020 at 7:54: t 

To: Woodcock, Janet { 
Subject: FW: Following up 


Hey there Janet, 


I'm thinking we should get a response back to Moncef about these last questions on the three 
immunomodulators proposed for the ACTIV-1 trial, since he promised the OWS Board he would have a 
decision by this coming Friday. The protocol is 98% done, and NIAID has agreed to take on the role of 
coordinating the trial, probably with help from a CRO. Following Debbie Birx’s question, the ACTIV 
Therapeutic Prioritization Subgroup has looked carefully at the items listed on p. 22 of last Thursday’s 
handout, and reported they were fully aware of the projects listed in the BARDA column, and did not conclude 
that any of those would belong on the ACTIV-1 short list. In the DoD column, the one drug that was 
potentially of interest was favipiravir, but you were going to look into that. 


Meanwhile, | know Justin Hentges was digging up other NIH funding spent on COVID-19 therapeutics that are 
not part of OWS, and | think that went to you today. 


How can | help with this response to Moncef? |’m glad to do whatever | can. 


Best, Francis 


From: Slaoui, Moncef { 
Sent: Friday, June 5, 2020 3:36 AM 
To: Collins, Francis (NIH/OD) [E] 
Ce: moncef slaoui +" 
Wholley, David (FNIH) [T] --~-*~ 
Subject: Re: Followingup 


Woodcock, Janet (FDA/CDER) 


Hi Francis 

Thank you for following up 

| really only wanted to discuss how the funding may work as there is a chance the trial may not complete Fully for each 
in the medicines, either because it is stopped by the DSMB for futility and/ or because one of the smaller trials with 
Abatacept in Europe for instance may yield an outcome not supporting progressing ... 

Janet how do you intend to oversee the “immuno-inflammation” and the “ anti coagulation” trials? 

Once these points are clarified and we have clarified the question Dr Birx was insisting on, then we are good to go. 
Maybe you can send something re the programs BARDA and DARPA have ongoing that haven't selected By 

ACTIV? Janet states that there are more then those listed on the appendix 
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| will review the ACTIV leadership group deck over the week end and get back to you 
With my best regards 


Moncef 


Tel: | 


On Jun 4, 2020, at 11:14 PM, Collins, Francis (NIH/OD) [E] 4 


Hi Moncef, 


That was an excellent presentation at OWS — you and Janet have done a tremendous amount of work to 
pull this all together. 


| note that you indicated to the Board a plan to make a decision about the immunomodulators by next 
Friday. | stand ready to provide any other information that might help with this. The protocol (ACTIV-1) 
is 90% done, and the JnJ folks are lobbying hard to get started on infliximab. The ACTIV therapeutics- 
clinical WG continues to have strong support for cenicriviroc and abatacept, and | frankly worry that this 
group of public and private experts will be quite disheartened if their hard work and thoughtful analysis 
is overruled. Would you want to talk to the co-chairs directly? Janet and | will check out the projects 
that Debbie Birx pointed to on p. 22, but | very much doubt if any of these are in a position to be 
adopted by ACTIV-1, 


talso thought you might be interested in the slide deck from the ACTIV Leadership Group meeting from 
yesterday, so | have attached that. It was an excellent meeting with a lot of engagement and vigorous 
discussion from the ~65 participants. |’d be glad to answer questions about any parts of this. In fact, if 
you had time, David Wholley and | would welcome the chance to walk you through the materials. Just 
let me know. 


Best, Francis 
<ACTIV Leadership Team Meeting 20200603 FINAL.pptx> 
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From: Woodcock, Janet L 
Sent: 6/5/2020 5:27:06 PM 
To; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d 1d3455eaf14854c8341d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Lane, Cliff (NIH/NIAID) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa95aaaafeO06ebd70-parkeras); Anderson, James (NIH/OD) 
E) (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
Subject: RE: 04JUN2020_OWS Board Meeting_slide 22 only.pptx 


\'ll ask our DOD contact about the status of the favipiravir study, | was wondering about that myself. jw 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, June 5, 2020 12:04 PM 
To: Wholley, David N (NIH) 


Freire, Maria C (NIH) 
¥ Austin, 
Anderson, James M (NIH) 


Lane, Henry C (NIH); Lane, Henry C (NIH) 


} Parker, Ashley S (NIH) 


Subject: RE: 04JUN2020_OWS Board Meeting_slide 22 only.pptx 


Thanks, David, this is very helpful. 


I’m looping in Janet, as | know she was interested in the answer to Dr. Birx’s question. Janet, I’m glad to work 
with you in figuring out how best to convey this information to Dr. Birx. 


Francis 


From: Whalley, David (FNIH) [T] < 
Sent: Friday, June 5, 2020 11:28 AM 
To: Collins, Francis (NIH/OD) [E] |. 
Cc: Tabak, Lawrence (NIH/OD) [E] |. 


b6 I Freire, Maria 
ine, Cliff (NIH/NIAID) [E] 
1; Parker, Ashley (NIH/OD) [E] 


“Subject: FW: 04JUN2020_OWS Board Meeting_slide 22 only, pptx 


Hi Francis, 
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Thank you for sending the slide from the OWS Board Meeting yesterday listing the agents that BARDA and DoD had 
begun testing prior to the advent of OWS. In response to the inquiry regarding these from the OWS Board Meeting 
yesterday | have checked with our staff and can report that the ACTIV Therapeutics-Clinical working group and its drug 
prioritization team were in fact aware of the agents BARDA had agreed to test. In fact ACTIV included personnel from 
BARDA on our agent prioritization team who let the team know about the classes of agents they were testing and at the 
proposed level/phase of testing. The prioritization group deliberately avoided duplicating the BARDA funded efforts (IL- 
6 and IL-22) and also steered clear of convalescent plasma because of awareness that these were already being 
adequately tested by BARDA and others. 


As you know, DoD was involved a bit later in the ACTIV process than BARDA, and the ACTIV group had not seen the DoD 
testing efforts listed on this slide. One of the antivirals that DoD is studying, favipiravir, is in fact currently on the ACTIV 
prioritization group’s list of agents to consider; however it was not picked in the first wave of prioritization and can be 
excluded from the second wave if DoD is moving forward with their plans for testing. It would be good to get the name 
of a contact familiar with that project so we make sure the consideration is done formally and carefully. 


There are also a number of companies on the BARDA and DoD lists that have neutralizing mAbsA and who are also on 
the list of companies invited to the mAb Summit that ACTIV is co-hosting with OWS on June 9. If | read this slide 
correctly, however, it looks like most of what DoD and BARDA are funding are Phase 1, early Phase 2, and 
manufacturing, so the planned ACTIV mAb trials and testing efforts should complement DoD’s and BARDA’s efforts to 
date well. 


Please let me know if you need more information this subject, or if there are other recommendations regarding ACTIV’s 
agent prioritization process. 


David Wholley 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D34S5SEAF14854C83F41D84-FREIREMC] 
Sent: 6/5/2020 3:31:21 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane); Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc); Parker, Ashley (NIH/OD) (E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim] 
Subject: RE: 04JUN2020_OWS Board Meeting_slide 22 only.pptx 


Very helpful. Thanks David, M. 


From: Wholley, David (FNIH) [T] <_ 
Sent: Friday, June 5, 2020 11:28 AM 
To: Collins, Francis (NIH/OD) [E] 
Ce: Tabak, Lawrence (NIH/OD) [E} _ 
(FNIH) (T] 


reire, Maria 


; Lane, ] 
Parker, Ashley (NIH/OD) [E] 


Subject: FW: 04JUN2020_OWS Board Meeting_slide 22 only.pptx 
Hi Francis, 


Thank you for sending the slide from the OWS Board Meeting yesterday listing the agents that BARDA and DoD had 
begun testing prior to the advent of OWS. In response to the inquiry regarding these from the OWS Board Meeting 
yesterday | have checked with our staff and can report that the ACTIV Therapeutics-Clinical working group and its drug 
prioritization team were in fact aware of the agents BARDA had agreed to test. In fact ACTIV included personnel from 
BARDA on our agent prioritization team who let the team know about the classes of agents they were testing and at the 
proposed level/phase of testing. The prioritization group deliberately avoided duplicating the BARDA funded efforts (IL- 
6 and IL-22) and also steered clear of convalescent plasma because of awareness that these were already being 
adequately tested by BARDA and others. 


As you know, DoD was involved a bit later in the ACTIV process than DoD, and the ACTIV group had not seen the DoD 
testing efforts listed on this slide. One of the antivirals that DoD is studying, favipiravir, is in fact currently on the ACTIV 
prioritization group's list of agents to consider; however it was not picked in the first wave of prioritization and can be 
excluded from the second wave if DoD is moving forward with their plans for testing. It would be good to get the name 
of a contact familiar with that project so we make sure the consideration is done formally and carefully. 


There are also a number of companies on the BARDA and DoD lists that have neutralizing mAbsA and who are also on 
the list of companies invited to the mAb Summit that ACTIV is co-hosting with OWS on June 9. If | read this slide 
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correctly, however, it looks like most of what DoD and BARDA are funding are Phase 1, early Phase 2, and 


manufacturing, so the planned ACTIV mAb trials and testing efforts should complement DoD’s and BARDA’s efforts to 
date well. 


Please let me know if you need more information this subject, or if there are other recommendations regarding ACTIV’s 
agent prioritization process. 


David Wholley 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836BSFF4E9988E37 70CFC7EE770-TABAKL] 

Sent: 6/5/2020 12:15:30 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Re: Quick summary of OWS 


Francis, 

| agree with Maria; the cup is half-full. You have made significant progress from where this all started. 
Thanks 

Larry 


From: “Freire, Maria (FNIH) [T]"! 
Date: Thursday, June 4, 2020 at 
To: Francis Collins 


‘"Wholley, David (FNIH) [T]' 
(NIH/OD) [E] "Lane, Cliff (NIH/NIAID) [E]" 
Christopher (NIH/NCATS) [E]" _ a... "Parker, Ashley (NIH/OD) [E]" 
"Anderson, James (NIH/OD) [E] 


"Tabak, Lawrence 
Austin, 


Francis, all in all this was a really solid outcome. We still have work on the immunomodulators but Moncef had enough 
info to speak to them. which is very good. Your point 7 gives me hope! 


Don’t know what to tell you about Birx. 


And tomorrow is another day. 


"Collins, Francis (NIH/OD) [E] 
Date: Thursday, June 4, 2020 at 7: 
To: "Wholley, David (FNIH) [T]" 
“Lane, Cliff (NIH/NIAID) [E 
(NIH/NCATS) [E]" 
(NIH/OD) [E]" 
Subject: Quick summary of OWS 


Austin, Christopher 
i "Anderson, James 


Hi all, 
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The OWS presentation by Moncef and Janet mostly went well, but with a few heartburn moments. Debbie 
Birx pretty much ran the meeting — Azar was calling from an airport, Kushner and Esper were no shows. 


Regular mention by Moncef and Janet of help from NIH and ACTIV. Birx, on the other hand, seems to think 
that ACTIV is just NIH, and | had to correct her on that. Points that came up that wouldn’t be obvious from the 
ppts: 

1. mAb cocktails — Moncef clearly thinks those are superior to single agents. Janet less convinced, but 
raised the possibility of in vitro testing to find ideal combinations, which everyone loved. Birx insisted 
that neutralization assays (NA) on all mAbs should be done in more than one independent laboratory, 
and should be blinded. Based on Cliff’s response earlier today, | said | thought that USAMRIID/Ft. 
Dietrick was a good candidate to help with both individual mAb NAs and combinations. 

2. Birx was very worried about running mAb trials in July-August and whether the patients would still be 
there. | was tempted to crow about the ACTIV geomapping tool, but held back. 

3. Everyone seems upset with Mayo for not having delivered the data on Ab titers for the convalescent 
plasma yet, and the June 15 deadline might slip to June 30. 

4. Anticoagulants breezed through without much comment — including the outpatient part, which may 
not have been noted in footnote 6 of slide 8. 

5. Immunomodulators are, sadly, not yet a done deal. Moncef tried to say this decision would be made 
next week, but Birx demanded to know the status. So he went through the three compounds. He 
clearly endorsed infliximab, citing the RA and IBD data. Said the other two needed more discussion. 

6. Here’s where it got a little weird. Birx wanted everyone to turn to pp. 22 in the handout. That lists 
government investments from BARDA and DOD prior to arrival of OWS. Birx wanted to know whether 
ACTIV had considered the immune modulators and antivirals in their priority setting. Janet tried to 
explain that these are trials that are already underway and didn’t need help from ACTIV, but Birx didn’t 
seem to buy that. To move things along, | said we would check if these were considered in the 
therapeutics priority setting. Janet said she would help sort this out. Seems like a big distraction, but 
we'll need to respond. 

7. Therapeutics discussion ended with slide 8, which was generally well received. Yep, that’s $5.6B for 
therapeutics. 

8. Then Matt Hepburn went into the vaccine slide deck (it now being well past an hour). High points were 
complaints that Moderna is trying to negotiate too high a price ($30), Pfizer is being aggressive about 
demanding to use NIAID sites (Moncef sounded quite incensed about this, and agrees that you can’t 
have the same site running two different vaccine trials unless they are part of the same randomized 
protocol), and major unhappiness from Birx that AZ has still not produced the data from their Phase I/II 
trial — though the UK IRB must have seen it to approve the phase III UK trial, which just started. AZ has 
also obtained approval to run a trial in Brazil — so they must have seen the data also. 


That's it from here. 


Francis 
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From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 

Sent: 6/5/2020 10:50:34 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: Following up 


Indeed. Moncef in hanging in there with us. 


From: Tabak, Lawrence (NIH/OD) [E 
Sent: Friday, June 5, 2020 5:45 AM 


"} Freire, 
*} Lane, E] 
; Anderson, James (NIH/OD) [E] 


Francis, 

You are clearly reaching him. This looks like it will have a very favorable end result. 
Thanks 

Larry 

From: Francis Collins! 7 b6 


“Wholley, David 


"Tabak, split (NIH/OD) [E]"{_ 
‘Austin, Christopher (NIH/NCATS) {E] 


From: Slaoui, Moncef! 
Sent: Friday, June 5, 2 
To: Collins, Francis (NIH/OD) {El ¢ 
Cc: moncef slaoui 


Woodcock, Janet (FDA/CDER} 
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Wholley, David (FNIH) [T] 
Subject: Re: Following up 


Hi Francis 

Thank you for following up 

| really only wanted to discuss how the funding may work as there is a chance the trial may not complete Fully for each 
in the medicines, either because it is stopped by the DSMB for futility and/ or because one of the smaller trials with 
Abatacept in Europe for instance may yield an outcome not supporting progressing ... 

Janet how do you intend to oversee the “immuno-inflammation” and the “ anti coagulation” trials? 

Once these points are clarified and we have clarified the question Dr Birx was insisting on, then we are good to go. 
Maybe you can send something re the programs BARDA and DARPA have ongoing that haven’t selected By 

ACTIV? Janet states that there are more then those listed on the appendix 

| will review the ACTIV leadership group deck over the week end and get back to you 


With my best regards 


Moncef 


b) 
Tel: PSs 


On Jun 4, 2020, at 11:14 PM, Collins, Francis (NIH/OD) [E 


Hi Moncef, 


That was an excellent presentation at OWS — you and Janet have done a tremendous amount of work to 
pull this all together. 


| note that you indicated to the Board a plan to make a decision about the immunomodulators by next 
Friday. | stand ready to provide any other information that might help with this. The protocol (ACTIV-1) 
is 90% done, and the JnJ folks are lobbying hard to get started on infliximab. The ACTIV therapeutics- 
clinical WG continues to have strong support for cenicriviroc and abatacept, and | frankly worry that this 
group of public and private experts will be quite disheartened if their hard work and thoughtful analysis 
is overruled. Would you want to talk to the co-chairs directly? Janet and | will check out the projects 
that Debbie Birx pointed to on p. 22, but | very much doubt if any of these are in a position to be 
adopted by ACTIV-1. 


| also thought you might be interested in the slide deck from the ACTIV Leadership Group meeting from 
yesterday, so | have attached that. It was an excellent meeting with a lot of engagement and vigorous 
discussion from the ~65 participants. |’d be glad to answer questions about any parts of this. In fact, if 
you had time, David Wholley and | would welcome the chance to walk you through the materials. Just 
let me know. 


Best, Francis 
<ACTIV Leadership Team Meeting 20200603 FINAL.pptx> 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 6/3/2020 1:38:42 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: ACTIV immunomodulators -- responses to request for further information 

Attachments: ACTIV Therapeutics Prioritization_060220.docx 


Hi all, 


Many thanks to David and Stacey for providing this 19 pp document that summarizes the ACTIV process for 
prioritizing therapeutics, leading to the selection of the three immunomodulators that we now wish to study 
in ACTIV-1. | made a few mostly cosmetic edits in the very nice document, and then sent it on to Moncef. | 
mentioned this to him this afternoon in the White House, and he said he was looking forward to seeing it 
tonight. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Tuesday, June 2, 2020 9:35 PM 
To: moncef slaoui 
Cc: Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 
(NIH/NIAID) [E] 
Subject: ACTIV immunomodulators 


~}Wholley, David (FNIH) [T] 
Anthony (NIH/NIAID) [E]) ~~ b6 


; Fauci Lane, Cliff 


responses to request for further information 
Hi Moncef, 


Following up our discussion last Saturday, | asked David Wholley and Stacey Adam of the Foundation for NIH (who serve 
as highly capable ACTIV program managers) to put together more detailed information about how the ACTIV therapeutic 
prioritization process has functioned. The attached document outlines that process in a series of ten steps. This 
prioritization process has been conducted by members of the ACTIV Clinical Therapeutics Working Group, co-chaired by 
Eric Hughes (Novartis) and Sarah Read (NIAID). 


The document also provides additional background on the three therapeutic agents that were assigned the highest 
priority. The company producing each of these has indicated enthusiasm for participation, and assured ACTIV leadership 


that there would not be a problem in scaling up production, should a trial prove positive. 


The ACTIV team and its Executive Committee endorsed the immediate testing of these three immunomodulators for 
hospitalized COVID-19 patients. The urgency of the effort to save lives of the sickest COVID-19 patients was considered 
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sufficient reason to go directly to a Phase III trial (but with aggressive stopping rules for safety and futility), rather than a 
more traditional Phase I] approach. As we discussed last Saturday, therefore, we seek approval to initiate the trial as 
soon as possible, at an estimated cost of $70M. 


Please let me, David, and Stacey know if you need additional information. 


Best regards, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 12/17/2020 8:53:31 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: OWS Board meeting -- confidential 

Attachments: 2020-12-18 OWS board briefing Vx Tx overview Final.pdf 
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From: Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 


Sent: 9/8/2020 4:55:15 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: Automatic reply: DRAFT NIH and ACTIV Clinical Trial Grid 


Iam currently out of the office on annual leave. For Septermber 8-9, I will only work a half days and may not be checking and 
answering emails as quickly as usual. For September 10-12, I will not be working and will only be answering emails intermitently. 


If you need something in regards to ACTIV Therapeutics-Clinical WG, please email Mike Santos (b) (6) and Helen 
Chen (qingchen@deloitte.com). They will be able to direct you to the correct individuals for either Agent Prioritizaiton or any of the 
ACTIV master protocols. If it is not urgent, I will reply to you as I can. 


Ifa matter is very urgent and needs my specific attention, please text my cell phone OO. , and I will return your message as 
soon as I can. 
If you need something for ACT4PEDS (Preclinial Pediatric Oncology PPP), please email Tanya Murza ©) © 
If you need something for PACT, please email Jenny Peterson-Klaus __ 6) 6) - . 
(b) (6) 


If you need something for Lung-MAP, please email Amrin Chowdhury 


e a . b) 6 
If you need something for the Biomarkers Consortium CSC, please email Dana Connors Oey 


Thank you, 
Stacey 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4)] 

Sent: 9/9/2020 3:41:56 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras}; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Chen, Helen Q. 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user34aa917e] 

Subject: FW: DRAFT NIH and ACTIV Clinical Trial Grid 

Attachments: DRAFT ACTIV Checkerboard_9.4.20.pptx 


Hi Ashley and David, 


Can we presend this to our TX-Clinical WG team members ahead of our meeting tomorrow, so we can ensure a 
productive feedback discussion of what they think is missing? 
Or can this not be sent around broadly yet? 


Thanks, 
Stacey 


Menetski, Joseph 


(FNIH) [7] 
Cc: Freire, Maria (FNIH) [T]{ 
(NIH/OD) [E} £ 
(NIH/NCATS) [E] 4 
Subject: DRAFT NIH and ACTIV Cli 


‘} Collins, Francis (NIH/OD) [ 
Lane, Cliff (NIH/NIAID) [E 
Anderson, James (NIH/OD) [E]! 
| Trial Grid 


Tabak, Lawrence 
} Austin, Christopher 


Good afternoon, 
| hope everyone had a great holiday. | know there was interest from the Tx clinical WG to review the NIH and ACTIV 
clinical trial grid. Attached is a version that does not display agents/trial information that has not yet launched but has a 


placeholder for those trials “coming soon.” 


Please note this is still a working draft as we continue to add trials as they launch (agents for ACTIV-4 inpatient trial will 
be included once the trial launches this week). 


We standby for any major edits the WG may have. 


Thanks, 
Ashley 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 9/1/2020 9:03:59 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wood, Gretchen (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs); McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3 13747 3bbce161547a82f2de-clane} 

Subject: Talking points for tomorrow morning's ACTIV-3 investigator call 


Francis: 


Here are the key themes for your meeting with the ACTIV-3 site investigators. They were agreed between Stacey Adam 
and Libby Higgs of NIAID: 


* NIH, ACTIV, and OWS leadership are very supportive of the trial and the sites conducting it and want to ensure 
proper resources for trial conduct 
We understand there are challenges being faced to recruitment in the current pandemic 
Sites should think about how ACTIV could help them to ensure smooth stand up of the ACTIV-3 trial 
{mportance of prioritizing ACTIV trials (trials are powered for results, benefit from careful design by many 
experts, carefully prioritized agents etc.) 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF) 


Sent: 9/2/2020 2:56:33 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: [EXTERNAL] RE: Regeneron and ACTIV 3 


Regeneron will give us lots of headaches, but the value of adding them to ACTIV-3 will probably make it worth 
it. 


FC 


From: Wholley, David (FNIH)[T]¢._b6 | 
Sent: Wednesday, September 2, 2! “ 
To: Collins, Francis (NIH/OD) [E]|_ 
Cc: Tabak, Lawrence (NIH/OD) [I 
Subject: FW: [EXTERNAL] RE: Regeneron and ACTIV 3 


Fyi, still preliminary. 


From: Harrigan, Rachel (HHS/IOS); 
Sent: Tuesday, September 1, 202 
To: Adam, Stacey (FNIH) [T] rc 
Wholley, David (FNIH) [T] { 
(FDA/CDER)S ae 
Subject: RE: [EXTERNAL] RE: Regeneron and ACTIV 3 


Lane, Cliff (NIH/NIAID) [E] 


Hi Janet, 
l agree with Stacey, | think the team would be very interested in pursuing this. 


Suggest consider adding Libby Higgs to the invite list—I’d wager she would have useful expert input on the virology 
information, besides general clinical considerations. 


Best 
Rachel 


From: Adam, Stacey (FNIH) [T]f 


‘>; Wholley, 
Bugin, Kevin (FDA/CDER) <i 


David (FNIH) [T] < 


5 Aree 


Lane, Cliff (NIH/NIAID) [E] 7 
Cc: Harrigan, Rachel (HHS/IOS) 4 


Subject: [EXTERNAL] RE: Regeneron and ACTIV 3 


CAUTION: This message was sent from an external source. Please do not click links or open attachments unless you recognize the 
[source of this email and are sure the content is safe. 
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Hi Janet, 


| can’t speak for the rest of the team, but think the ACTIV-3 team would interested in this give this agent will likely be 
ready ahead of some of the others, but we should likely at least ask Jens and Jim. Rachel would you concur? 


Also, a question, would this take one of the OWS sponsored Phase 3 slots? 


Thanks, 
Stacey 


cey J. Adam, PhD 
Diveetor, Cancer 


Sent: Tuesday, September 


To: Adam, Stacey (FNIH) [T] i. j Lane, Cliff (NIH/NIAID) 


Subject: Regeneron and ACTIV 3 


Regeneron told me that they'd like to come into ACTIV 3 part 2 but they would like a small group of people to talk to 
them and walk them thru the process. They have enrolled a lot of people (blinded) but have not had any SAEs. Their OP 
trial is enrolling well but their inpatient trial is not. They are willing to share the blinded data but not unblind the 
ongoing study. They would go with their highest dose. They are willing to share their (blinded) virology data which 
sounds very interesting to me. If there is still interest in this at NIH/FNIH | thought that a group including me, Stacy, Cliff, 
the NIH lead and a study PI could talk to them. | told George Y that they would have to go through a vetting process and 
submit some data on their Ab and experience so far. This seemed OK to him but he asked for this conversation first. 


Are people interested/ willing? jw 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 9/3/2020 9:56:24 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 

lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras]; Anderson, James (NIH/OD) 

E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Adam, Stacey (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) [T] 

lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Subject: Letter discussed 

Attachments: ACTIV_TX-Clinical_Master Protocol_ACTIV-3 Site Investigators Meeting_20200902.docx 


Hi Francis (copying war room as well): 


Thank you again for your very effective presentations at the meetings with the ACTIV-3 and ACTIV-2 investigators 
yesterday and today. As one of the investigators on today’s ACTIV-2 call said, hearing from you “should make us all feel 
personally privileged to be a part of something so important.” 


Attached are the meeting notes from the ACTIV-3 Investigators call yesterday along with some ideas generated in a 
further meeting with the ACTIV-3 team today, which are noted below. The meeting notes include the key action items 
discussed so far—most involving requests for follow-up from you and/or Janet. | thought you should see all these in 
advance of tomorrow morning’s war room. 


The notes and action items from today’s ACTIV-2 Investigator call should be available soon. The specific ACTIV-2 action 
items | heard were: 
1) Work with local government agencies to refer people to the trial(s). 
2) Step up social media presence. 
3) Include the ACTIV trials in the links available on the coronavirus.gov website. Currently this website only links to 
the CoVPN trial. 


We have also made progress on the formal “needs assessment” survey of ACTIV-2 and -3 we have been discussing this 
week; | will update the group on that tomorrow morning. 


Thanks, David 


From: Higgs, Elizabeth (NIH/NIAID) [E];_ 
Sent: Thursday, September 3, 2020 2:43 — 
To: Adam, Stacey (FNIH) [T] - b6 $; McNay, Laura (NIH/NIAID) [E] 3 
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Ce: Harrigan, Rachel (HHS/IOS) {~~ 
Subject: Re: Letter discussed 


Stacey, 
Additional feedback from this meeting. Laura and Rachel, please add in. 


There was general consensus that we need a media campaign targeting Universities, physicians, not so much patient 
populations as in Klick that we reviewed for ACTIV 2 in the TOC meeting. We were thinking this could include: 


1) General letter from Dr. Collins and or ICs to their Extramural NIH grant recipients about ACTIV 3, the priority of 
the study, the need for supporting, enrolling quickly, etc. 

2) Perhaps op ed letter from Dr. Collins, Fauci, Woodcock in the NY times or elsewhere. 

3) Maybe use social media, e.g. Dr. Collins Directors blog 

4) Media spot light on ACTIV 3 etc. 


| would think the ACTIV EC and OWS would need to agree/approve. 


Thanks, 
Libby 
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From: Culp, Michelle (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4E38FA37E0424217AAOA283CBASES098-MCULP] 


Sent: 8/31/2020 8:24:09 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: FYI: FW: Discussion about Short Site Survey to Determine COVID Trial Burden 

Thanks! 


From: Parker, Ashley (NIH/OD) [E]{ 
Sent: Monday, August 31, 2020 4:20 PM 

To: Culp, Michelle (NIH/OD) [E] 
Subject: Re: FYI: FW: Discussion about Short Site Survey to Determine COVID Trial Burden 


Done! 


Ashley Parker, Ph.D. 
Office of the Director | National Institutes of Health 
Tel: 


On Aug 31, 2020, at 4:17 PM, Culp, Michelle (NIH/OD) [E] f 


Ashley, 
Thanks for filling me in. Do you have a copy of the letter, and if so, can you share it with me? If not, I’ll 
ask FNIH about it. 


-Michelle 


From: Parker, Ashley (NIH/OD) [E' 
Sent: Monday, August 31, 2020 4:08 PM 
To: Culp, Michelle (NIH/OD) [E] 3 
Subject: Re: FYI: FW: Discussion about Short Site Survey to Determine COVID Trial Burden 


Hi Michelle, 
The IRB letters were signed and sent out last week to my understanding. 


Best, 
Ashley 


On Aug 31, 2020, at 3:46 PM, Culp, Michelle (NIH/OD) [E] 


Dear Carrie, 

I’m just returning from a couple days of leave and being unplugged. In catching up, | saw 
these notes on ideas for ACTIV 2 & 3 recruitment solutions, and mention of the central 
IRB letter. 


Item #10 in the attached notes from David Wholley (section pasted below) mentions the 
central IRB letter as a good model. The notes made me wonder if the IRB letter was 


APARO000005070 


distributed, and if not, is FNIH and study teams are aware of the final messaging in the 
IRB letter. 


10. A few additional notes/caveats on such a public campaign: It should ideally have 
a global component, since COVID-19 is a global pandemic and a good number of 
our sites are outside the U.S. Although we might be able to use the ACTIV 
protocols as an example of the kind of studies in which people should 
participate (as opposed to small, underpowered studies that are the norm), we 
need to be very careful that this is a general exhortation to participate in COVID- 
19 trials, and not appear to be exclusionary, or we will hear vocal objections to 
say the least from other trial sponsors. Also, the central IRB letter authored by 
Francis Collins and a related letter sent to the study Pls offers a good 
model. Finally, any such communication needs both a general public 
component (a PSA) and a targeted, study-specific component, as evidenced by 
the public engagement strategy followed with convalescent plasma. 


-Michelle 


T : Adam, Stace (NIH) m 


Bozzette, Sam (NIH/NCATS) [E]i_ ; Jonson, Samantha 
(NIH/NCATS) [E] f 


Subject: RE: Discussion about Short Site Survey to Determine COVID Trial Burden 


OK, here is what | came up with. Please let me know any major adjustments or things | 
forgot before | send to Francis and Janet. FYI! tried to lay this out as a 
logically/rhetorically sequenced argument rather than just record what people said in 
the order they said it. David 


<ACTIV-2 and -3 Accrual Enhancement Discussion 8-28-20.docx> 
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From: Culp, Michelle (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4E38FA37E0424217AAOA283CBASES098-MCULP] 


Sent: 8/31/2020 7:47:33 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: Discussion about Short Site Survey to Determine COVID Trial Burden 


Attachments: ACTIV-2 and -3 Accrual Enhancement Discussion 8-28-20.docx 


FYI: FC to talk to the ACTIV 2 & 3 study teams. 


From: Wholley, David (FNIH) [T) 
Sent: Friday, August 28, 2020 8:16 PM 
To: Adam, Stacey (FNIH) [T! 
(NIH/NIAID) (E] 
(NIH/NIAID) 
(HHS/IOS) | 
(HHS/IOS) 
Tountas, Karen (FNIH) [T] +. 

Cc: Gonzalez, Nina <ningonzalez@deloitte.com>; Wachtel, Jo! 
<qingchen@deloitte.com>; Payton, Manizhe (NIH/NIAID) (E]{ >; Adedeji, Bola (NIH/NIAID) [E] 
Culp, Michelle (NIH/OD) [E] jozzette, Sam (NIH/NCATS) [E] 

} Jonson, Samantha (NIH/NCATS) [E] <samantha.jonson@nih.gov> 

iscussion about Short Site Survey to Determine COVID Trial Burden 


§ Kim, Peter (NIH/NIAID) [E 

McNay, Laura (NIH/NIAID) [E] 

Bugin, Kevin (FDA/CDER) 

ustin, Christopher (NIH/NCATS) [ 
jeaton | 


; Higgs, Elizabeth 
Read, Sarah 

igan, Rachel 
Erhardt, William 
Davey Smith 


E.com>; Chen, Helen Q. 


Subject: 
OK, here is what | came up with. Please let me know any major adjustments or things | forgot before | send to Francis 


and Janet. FYI | tried to lay this out as a logically/rhetorically sequenced argument rather than just record what people 
said in the order they said it. David 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 
Sent: 8/27/2020 6:19:17 PM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 14 0faa9Saaaafe06ebd70-parkeras]} 

Subject: RE: Checkboard not to be shared 

Thanks, Ashley! 


Stacey J. Adam, PhD 
Director, Cancer 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Thursday, August 27, 2020 2:06 PM 
To: Adam, Stacey (FNIH) [T]: 
Subject: RE: Checkboard not to be shared 


Hi Stacey, 


No worries — | haven’t shared this version w/o links with the war room yet but about to do this now and will cc you. 


Thanks, 
Ashley 


From: Adam, Stacey (FNIH) [T] | 
Sent: Thursday, August 27, 2020 2:04 PM 
To: Parker, Ashley (NIH/OD) [E] 
Subject: RE: Checkboard not to be shared 

Hi Ashley, 

Thank you and sorry if | over stepped by flashing it up. 
My apologies. 

Stacey 

Stacey J. Adam, PhD 


Director, Cancer 
Research 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Thursday, August 27, 2020 
To: Adam, Stacey (FNIH) [T] 
Subject: Checkboard not to be shared 
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Ashley Parker, Ph.D. 

Special Assistant to the NIH Director for Accelerating COVID-19 Therapeutic Interventions and Vaccines 
(ACTIV) 
Offi 


r | National Institutes of Health 


Natiorial itstiivies of Health 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4)] 

Sent: 8/25/2020 6:15:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390639d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Freire, Maria (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV2 Central IRB Waiver Version 2 


Thank you, Francis! 


| know the team will be very appreciative! | will get this to them right away. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Dircetor, Cancer 
Research Partnerships 


} Mobile: 


From: Collins, Francis (NIH/OD) [E]{ 
Sent: Tuesday, August 25, 2020 2:05 PM 
To: Wholley, David (FNIH) [T] }_ 
Cc: Parker, Ashley (NIH/OD) [E] 
McManus, Ayanna (NIH/OD) [E]:. 
Stacey (FNIH) [T] + 
Subject: RE: ACTIV2 Central IRB Waiver Version 2 


Wood, Gretchen (NIH/OD) [Eli 
Freire, Maria (FNIH) [T]}__ 


Here you go. 


From: Wholley, David (FNIH) (T] £ 
Sent: Tuesday, August 25, 2020 12:05 PM 
To: Collins, Francis (NIH/OD) [E] 
Cc: Parker, Ashley (NIH/OD) [ 
McManus, Ayanna (NIH/OD) [E] ¢ 
Stacey (FNIH) [T] | 
Subject: FW: ACTIV2 Central IRB Waiver Version 2 


Wood, Gretchen (NIH/OD) [E] 
“yh; Freire, Maria (FNIH) [TE 


Hi Francis: 

Regarding the local IRB waiver letter for ACTIV-2: As | mentioned on the daily active call this morning we have 
incorporated Carrie Wolinetz’s suggestions and were just checking as a courtesy with Mike Lauer to see if there were 
folks other than the IRB Chairs we should send this to, but it has been over a day and Mike we know is very busy with 
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other things. We think the network leads will know where to take this, and meanwhile are getting pressure from OWS 
and ACTIV-2 reps to move this forward. Would it be possible therefore for you to sign this and return it tome 
today? Please copy Stacey Adam on the reply. Thanks, David 
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From: 


Sent: 
To: 


cc; 


Subject: 
Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4) 

8/19/2020 5:44:41 PM 

Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebicf48879f92 169bd7644e29-Janet, Woodc]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7 ae39d7 bcfOaac88d-bozzettesaa]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsal; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane); Erbelding, Emily (NIH/NIAID) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3cSc294efb334fe-erbeldingej); Eakin, Ann (NIH/NIAID) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dafba298c194f9d9bc13c54fe0cf29a-eakinae]; Erica Olimann Saphire 


'3SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Judy Currier 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7¢1e34902b0f535320cd16650-jscurrier.m]; Davey Smith 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44ala53dde4e9816f51d-DaveySmith]; Kim, Peter (NIH/NIAID) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=c48148e476824ce893260acf33b0f774-kimp2], } 
Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Kiley, James (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj); Goff, David (NIH/NHLBI) (E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Harrigan, Rachel (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Erhardt, William 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh] 
Leyva, Jessica M. [Infectious Diseases} [JMLeyva@mednet.ucla.edu]; Chen, Helen Q. [qingchen@deloitte.com]; 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Bugin, Kevin (FDA/CDER) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7 c-BUGINK.fda]; Carver, Trea (NIH) [C) 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=acO5f976df484ed69022b8663cd448d3-carverkr]; Reich, Colleen 
Cc Lisbeth Jorgensen if Rose Li Central Account 
FNIH@roseliassociates.com]; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf]; Dana Carluccio 
Elsaid, Olivia [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userfOefa7bd]; Church, Elizabeth (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1761d52a54e4efa8c5f3f43dea3afaf-stanselleh]); Parker, Ashley (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafeO6ebd70-parkeras]; Victoria Davey 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da); Ginny Kan 
H 


1 


ACTIV-2/-3 Trial Oversight Committee Meeting 
ACTIV-2 and ACTIV-3 Trial Oversight Committee Meeting_20200819,pdf 
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rs 
Location: https://fnih.zoom.us 
Start: 8/19/2020 7:00:00 PM 

End: 8/19/2020 8:00:00 PM 

Show Time As: Tentative 


Recurrence: Weekly 
every Wednesday from 3:00 PM to 4:00 PM 
Required Woodcock, Janet (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR); Bozzette, Sam (NIH/NCATS) [E]; Read, Sarah 
Attendees: —_(NIH/NIAID) [E]; Lane, Cliff (NIH/NIAID) [E); Erbelding, Emily (NIH/NIAID) [E]; Eakin, Ann (NIH/NIAID) [E]; Erica 
Ollmann Saphire; Stein, Peter (FDA/CDE! dy Currier; Smith, David; Kim, Peter (NIH/NIAID) [E]; 
; Higgs, Elizabeth (NIH/NIAID) [E]; Kiley, James (NIH/NHLBI) [E]; Goff, 
David (NIH/NHLBI) [E]; Harrigan, Rachel (HHS/IOS); Erhardt, William (HHS/IOS) 
Optional Leyva, Jessica M. [Infectious Diseases]; Chen, Helen Q.; Wholley, David (FNIH) [T]; Bugin, Kevin (FDA/CDER); Carver, 
Attendees: Trea (NIH) [C]; Reich, Colleen; Lisbeth Jorgensen; Rose Li Central Account; Collins, Francis (NIH/OD) [E]; Dana 
Carluccio; Elsaid, Olivia; Church, Elizabeth (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Victoria Davey; Ginny Kan 


Dear ACTIV-2/-3 TOC Members, 


Please find attached the slides for today's meeting. We will be focusing mainly on discussing 
recruitment challenges for the trials. This will occur at the start of the meeting. 


Thanks, 
stacey 


Join Zoom Meeting 
https: //fnih.zoom. us}, 


Meeting ID. 


“jus (New York) 
_..j US (Germantown) 


(New York). 
(Germantown) 
(Chicago) 
(Houston) 
(San Jose) 
(San Jose) 

8 (Tacoma) 
Meeting ID 
Password: | 
Find your 


umber: https://fnih.zoom, u: 
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From: Adam, Stacey (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 
Sent: 2/28/2021 5:05:19 PM 
To: Lundgren, Jens [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb81a6b-jens, lundgr]; Neaton, Jim 

(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbc29-neato001.um]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiges]; McNay, Laura (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e838a3824b60b91b6c394fedd335-lmcnay]; Grund, Birgit 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2d226c78964db2a63a416a6acc2bae-birgit.umn.]; Judy Currier 
‘o=! ExchangeLabs/ou=Exchange Administrative Group 
(F nts/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; David Douglas 
E Davey Smith [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F )/cn=Recipients/cn=f4eb666cbbac44a1a53dde4e9816f51d-DaveySmith]; Kim, Peter (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Javan, Arzhang (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Michael Hughes 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ecf3e6209774f4e9 143192c89ae7471-MichaelHugh]; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o= ExchangeLabs/ou=Exchange Administrative Group 
cn=8bda5194bdca4d2594626f6313d2dbSc-kindzelskia]; Hochman, Judith 

; Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
pients/cn=850Sa3619cf47c7ae39d7bcfOaac88d-bozzettesaa); 
Proschan, Michael (NIH/NIAID) [E) 
xchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]); LaVange, Lisa M 
Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/en= Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel); Harrigan, Rachel (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Erhardt, William 
(HHS/1OS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipjents/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh’ 


(NIH/NHLBI) [E] [/ 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=82f6ef6b63654d1294890664f8 1c9c95-leifere]; 
Berry 1; Wright, Clinton (NIH, 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6e18bd48748f4d7dab41338948aa9a59-wrightclb]; Douglas, David (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8c2e6786ea794ac5b4a257ddd9d738d2-David.Doug!]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Bugin, Kevin (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK.fda]; {___ 
Thomas Stock { bé___§ Stock, Thomas (HHS/IOS) [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4cb470e0376340ee8a234fd433 1fed3d-Thomas.Stoc] 
cc: Chen, Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Boucher, Cynthia 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c1d80fcSe664e85ae8baf6833bc1734-boucherc]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Eric Hughes 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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'97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Dana Carluccio 

|; Rose Li Central Account [FNIH@roseliassociates.com]; Parker, CAPT Sheri 
(HHS/IOS) [, xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5a97ee0e31744d92906e5722b8c25302-Sheri.Parke]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Lawlor, Ciaran 

|; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Teyhen, Deydre (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 1ee69f-Deydre.Teyh]; Punturieri, Antonello 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria); Groesch, Mary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
{E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49¢4489aef107 bd0ce27715-shippa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78bSbf9c808ecasféf-nayaksu]; Ramakrishnan, Raahul 

| Lerner, Andrea (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Embry, Alan 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

( -cipients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Dr Susanna Naggie, M.D. 


Subject; Summary of the February ‘ACTIV Cross Trial Meeting 
Attachments; 2021-02-26_Cross-Trial_Meeting_Summary.pdf 


Dear ACTIV Trial Leads, 


Please find attached the summary and action items from our call on Friday. | really appreciate all the great discussion. If 
you have any amendments or additions, please let us know. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 

Research Partnerships 
Foundati : 
Direet: 


fh 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 8/4/2020 7:15:47 PM 

To: 


i, Andrew G Koustenis 
; Jens Lundgren 


Janice Evans; 
Wentworth, Debby [/o: xchangeLabs/ou=| Exchi 
its/cn=7dc146ea82bb4\ 
Ajay Nirula - Lilly ( 
=ExchangeLabs/ou=! 


; Birgit Grund 
ane, Cliff (NIH/NIAID) [E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; cterrlee@uw.edu; 

Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Emilia.bagiella@mssm.edu; 
Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
( Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Ginny Kan 

‘iS Baker, Jason 
Neaton, Jim (changeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= =Recipients/cn=0f2b26b051964d9da6868e53c9cc6c49-jim.ccbr.um]; i 
Judy Currier (o=Exchangelabs/ou=| Exchange Administrative Group 

1e34902b0f535320cd16650-jscurrier.m]; 

; Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/c cipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla); 
Kozak, Marina (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Miller, Marissa A 

(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn: ectpients/cnsafeadbed scosAbeds z0dasse Uibend7 4 millerma2]; Mark Polizzotto 
(3 J; Proschan, Michael 

(NIH/NIAID) [E} [/o: xchangeLabs/o ‘xchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Aggarwal, Neil 

(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Paul Klekotka - Lilly 

Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 

{PYDIBOHF23SPDLT)/en Recipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Cavan, Reilly 

[/o=ExchangeLabs/ou= Exchange Administrative Group 

3c443a832F96f003f0F2cS-cavanr.bios]; Roger Paredes 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 

pients/cn=527b160038004a199ae6e0bac2226099-readsa]; 


Rosenberg, Yves s/ou=Exchange 
=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; 
Davey, Victori: [ Denning, Eileen [/o=ExchangeLabs/ou=Exchange 
Administrative Group pi dc3c18df3b7945bda704a01abd12b3b4-eileen.ccbr]; 
Larson, Gregg [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn: Recipients/cn=55c8ba84a1994b458f9c6ce304ea6b93-larso279.um]; Peter Smith, M.D. 
(The John Rule 


Administrative 


~y Aileen Ilaria [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=860a2 1feceSd4ff2b206b3d1856c06cf-Aileenllari]; Simpson, Shelly (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=371206262b394fecaab6f43a3a6f9de6-shsimpson]; Vallee, David 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=560bbaaeb781440ea7c1ce8d8dc073a1-davidv.tmg-]; Charles T Benson 


Jenny Y Cl 
Peterson 
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Kristina Southern Dinkel 
iourab Datta 
Patricia L Brown-Augsburger 


Susan R Moriarty 


“* Biswas, 


Chen, Helen Q. [qingchen@deloitte.com]; Wachtel, Jonathan [jwachtel@DELOITTE.com]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Desrosiers, Elizabeth A. 
c Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
-cipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Kenny, Dermot 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Daniel Dawson Murray 
Lisbeth Jorgensen 
RH-FP-CHIP-ACTIV3-INSIGHTO14 [chip- 
Tierney, John (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
=Recipients/cn=61553b35beb7479789a06defda628627-jtierney]; 
Cate Carey Vjecha, Michael 

"} Bitten Aagaard 
Eccard- 


Group (FYDIBOHF23SPDLT)/c! 


; Charlotte Bjernved Nielsen 
Koons, Vanessa (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=78c68caala3e4beb87d31199d1566e39-eccardvs]; Buehn, Molly (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42fe6790581143a78a8b68e17 fc600c0-buehnmj]; MacDonald, Leah (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=31119e48ee1:! 


1fc706e-giambarl]; Ganapathy Gopalrathnam 


Lau, 


Chuen-Yen (NIH/NIAID) [E] [/o=ExchangeLabs/< istrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2fd5052b609741d7a5560d4c68e30109-lauc]; Herpin, Betsey (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f98ea94d0b549a9a20b14129958ffc8-herpinb]; Barrett, Kevin (NIH/NIAID) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0490b8cf48984327b737d027f4fddd81-barrettk2]; Smolskis, Mary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c85d8d087b304525acb6f2eab9fbb2d7-msmolskis]; Engel, Theresa (NIH) (C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e86305ea82754e65b67a63591ed867ba-engelt]; Osborne, Cynthia (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=564d002f3a54421d90c6d86319e37c1f-osborneck]; Vogel, Susan (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a18354e56c6c45d5b4a9701770890c81-svogel]; Grace, Beth (NIH/NIAID) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75f1e9e678842258cf6472505f68cd8-bgrace]; Proffitt, Calvin (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e6b92ae902c4ad3b388e4bd2f6e12da-proffittch]; Hohn, Matt (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=758b9d09fbed4fe39fcd97d9710ec787-hohnmj]; grant.huang@va.gov; 
McNay, Laura (NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e838a3824b60b9 1b6c394fedd335-Imcnay]; Pierson, Jerome 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddfa4630574f4cf794485d42e8f94f15-piersonjer]; Mock, Rebecca 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b8e7622242ed442a83557c86831344c5-sweetrl]; Segal Raim, Sharon (NIH) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fec017d4c0f44cea96f9b89b4138b02d-segalsb]; Miller, Tracey (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=9804c1bd1610470f9 1a91225da2f6182-trmiller]; Parrish, David (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e43d7d2d97b44074abbca87 1c2e0fdd2-parrishdb]; Galcik, Michael (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=493f88a89a3543c0b01df5473fd7c08a-mgalcik]; Dighero-Kemp, Bonnie 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6dd7891a2804584a97437 14a242bd6b-digherokemp]; Hensley, Lisa 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=083ee40b073846fdabb00489a21d8247-hensleyle]; Baseler, Beth (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2363525c118a468b9e8f5f61707c63f5-bbaseler] 

Subject: Follow up to ACTIV-3 Operations Team Meeting 

Attachments: ACTIV3Operations4August2020.pdf 


Dear ACTIV-3 Team, 


As there were no pressing action items today from this meeting, | am simply distributing the slides that Jim 
shared. Please let us know if you have any pressing points to be addressed or if you have any comments. 


As a reminder, we will be canceling this standing meeting moving forward, but we will schedule an operations team 
meeting ad hoc when needed. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 

Research Partnerships 
Foundation for the 
Direct: 
fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: 


‘ational Institutes of Health 
Mobile: j 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/26/2021 8:33:48 PM 

To: Ls CTAPAdmin [UK-CTAPAdmin @ukri.org]; } Taylor, Charlotte 

|; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

10e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Alison Cave - UKRI 


Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/o1 change 

\ts/cn=dcd8750679648859e1cf101c0943414-adamsj4] 

cc: Alastair Lamb [Alastair.Lamb@mrc.ukri.org]; Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs); 


‘Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: COVID Therapeutics Pipeline for Trials 


Dear UK colleagues: 

As promised on our call back on February 10, we have created a secure data sharing site on a platform called Basecamp 
which can be used to share information between our groups on which agents have been reviewed as potential 
treatments / therapeutics for COVID-19. We have put up two folders on the site, one for U.S. data and one for U.K. 
data. The former is now populated with a summary of all agents that have been reviewed by the ACTIV Therapeutics- 
Clinical Agent Prioritization Sub Teams, and, thanks to the efforts of Alastair Lamb, the second folder is now populated 
with similar data from the UK effort. It is easy to upload new data as needed. 


Below is an overview below of how to access the Basecamp site, which is quite simple: basically setting up a Basecamp 
account (if you do not already have one) and emailing Evan Appell (who is part of the Deloitte Consulting team working 
with FNIH) with that information once the account is established. The notes below include additional details on the 
materials that have already been uploaded to the ACTIV folder and instructions on how to upload other data that each 
member party would like to share with the broader group. (Note: The information and data on these sites is 
confidential, and therefore we request that you limit access to those in your organizations with a real need to see and 
use it.) 


Please let us know if you have any questions or difficulty accessing the site, and our team can help to troubleshoot as 
needed. 


| believe we had also agreed to continue meeting on roughly a monthly schedule; as | recall the UK team took the action 
item to set that up. | have not seen a meeting invitation yet, but please let us know if you need our assistance in getting 
that calendared. 


Thank you again for your willingness to collaborate with ACTIV. 


Best, 
David 


Accessing Basecamp: 
1. In order to access Basecamp, the individual must create an account on Basecamp (*only if they do not have a 
Basecamp account already) 
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o. This can easily be done by following this link: 
b i i 


2. Once the individual has created their account, they should inform the ACTIV team so that we can grant them 
permission to access the “ACTIV / UK Data Sharing & Collaboration” Basecamp site 
°. The individual will then receive an email directly from Basecamp (not from FNIH) alerting them that 
they have been given access to the “ACTIV / UK Data Sharing & Collaboration” Basecamp site 


3. Once the individual has been granted permission to the site, they can access it through the email that was sent 
to them or by following this link: https://3.basecamp.com/3948057/projects/20877009 


Materials Available on the Basecamp site: 

4. Once an individual enters the “ACTIV / UK Data Sharing & Collaboration” Basecamp site, they will see a “Docs & 
Files” folder which contains a PowerPoint file titled “ACTIV_TX-Preclinical and Clinical_Agent Prioritization 
Summary_vSHARE” 

©. They can then download this file from Basecamp, and view it on their desktop app 


5. The file includes a summary of all agents that have been reviewed by the ACTIV Therapeutics-Clinical Agent 
Prioritization Sub Teams. 
A few brief notes on what is included in this file: 

©. There are ~200 reviews of Antiviral, Immune Modulator, and Symptomatic / Supportive agents that have 
been evaluated by ACTIV 

o. We have included a summary of the scoring criteria that were used to assess each agent at the very 
front of the deck 

©. There is a table of contents in the beginning of the deck listing all of the agents that have been reviewed 
(which also includes hyperlinks that can be used to navigate directly to the detailed review of any 
particular agent) 


6. If an individual wishes to upload any additional materials to the site to be shared with the group, then they 
would enter the “Docs & Files” folder and select the “+New” button in the upper left corner of the screen to 
upload the relevant file 
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From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
2/26/2021 4:41:26 AM 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Erbelding, Emily (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Eakin, Ann (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dafba298c194f9d9bc13c54feOcf29a-eakinae]; Erica Ollmann Saphire 
tein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Judy Currier 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Davey Smith 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44a1a53dde4e9816f5 1d-DaveySmith]; Kim, Peter (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Neaton, Jim 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbc29-neato001.um]; Lundgren, Jens 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb8 1a6b-jens.lundgr]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Kiley, James (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Goff, David (NIH/NHLBI) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
Chen, Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Bugin, Kevin (FDA/CDER) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4.a9880bfb9f70948 1e7 c-BUGINK.fda]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=ac05f976df. 
"}; Lisbeth Jorgensen{ 
FNIH@roseliassociates.com]; Dana Carlucci 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1761d52a54e4efa8c5f3f43dea3afaf-stanselleh]; Teyhen, Deydre (HHS/IOS) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 Lee69f-Deydre.Teyh]; Sorosa, Alex 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d9 1b-Contact_f12]; Erhardt, William 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Jabarkhail, Mina 


erkr]; Reich, Colleen 
Rose Li Central Account 
]; Church, Elizabeth (NIH/NIAID) 
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i b6 “}; Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FVDIBOHEZSSPDIT//en=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Nasr, Hana 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1] 

Subject: Summary of the ACTIV-2/3 Trial Oversight Committee Meeting 


Attachments: 2021-02-24 _Trial_Oversight_Committee_Meeting_Summary.pdf 


Dear ACTIV-2/3 TOC Members, 


Please find attached the summary of our meeting yesterday. Thank you all for the good discussions. We have 
documented the decisions made within the notes for future reference. If you have any additions or amendments, 
please let us know. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


National Institutes of Health 
Mobile: 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


SENIH 
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From: 


Sent: 
To: 


Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
7/19/2020 7:37:17 PM 


jens Lundgren 


Taian Amy (NIH/NHLBI) [E] {/o=ExchangeLabs/ou ‘Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Andrew Phillips 


ane, Cliff (NIH/NIAID) [E] 


'DLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane], 
iggs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
'DLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs);( 
Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Ginny Kan 
E “3 Baker, Jason {_ 
Neaton, Jim changeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f2b26b051964d9da6868e53c9cc6c49-jim.ccbr.um]; 
Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; 
r } Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/c cipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; 
Kozak, Marina (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Miller, Marissa A 
(INIH/NHLBI) [E] [/o= exeriange| ats/ ou Exchange Administrative Group 
ifea8bcd1c054bcd9250da63e1dbe947. 


ill 12]; Mark Polizzotto 


roschan, Michael 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Paul Klekotka - Lilly 
7 Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Cavan, Reilly 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn: Recipients/cn=995fe0f1a53c443a832f96f003f0f2c5-cavanr.bios]; Roger Paredes 

_} Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Gi ‘ecipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Shweta Sharma f “; 


Administrative Group (FYDIBOHF23SPDLT)/c! cipients/cn=dc3c18df3b7945bda704a01abd12b3b4-eileen.ccbr]; 
Larson, Gregg (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/ Msp cshaRdalIosbaasea 6ce304ea6b93-| 


279.um]; Peter Smith, M.D. 


John Rule 


4} Aileen Ilaria [/ 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=860a2 1feceSd4ff2b206b3d1856c06cf-Aileenllari]; Simpson, Shelly (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=371206262b394fecaab6f43a3a6f9de6-shsimpson]; Vallee, David 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=560bbaaeb781440ea7c1ce8d8dc073a1-davidv.tmg-]; Lei Shen 

i Emmanuel Chigutsa 

J; Jamie L Stack 


j Daisy G Hartman 
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cc: 


Kristina Southern Dinkel Susan R Moriarty 


; Judith Anne Gallagher 


S Biswas, 


Huyen Cao 


Janelle A Sabo: ‘arlos O Garner - Lill ; Chen, Helen Q. 
[qingchen@del htel, Jonathan [jwachtel@DELOITTE.com]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=! Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Desrosiers, Elizabeth A. 
Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Kenny, Dermot 
arker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
}06b2244466140faa95: 'feO6ebd70-parkeras]; Daniel Dawson Murray 
iLisbeth Jorgensen 

; Nicole Engen RH-FP-CHIP-ACTIV3-INSIGHTO14 [chip- 
Tierney, John (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Hudson, Flet Bitten Aagaard 

; Charlotte ; Eccard- 
Koons, Vanessa (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=78c68caala3e4beb87d31199d1566e39-eccardvs]; Buehn, Molly (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42fe6790581143a78a8b68e17fc600c0-buehnmj]; MacDonald, Leah (NIH) [C] 
‘o=ExchangeLabs/ou=! Exchange Administrative Group 
ts/en= 31119e48ee194 
my Tonya L Combs {- ; Lori J Stephens 

uen-Yen (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FvoiBOHF23sPOLT)/en Recipients/cn= :2fd5052b609741d7a5560d4c68e30109-lauc]; Herpin, Betsey (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f98ea94d0b549a9a20b14129958ffc8-herpinb]; Barrett, Kevin (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0490b8cf48984327b737d027f4fddd81-barrettk2]; Smolskis, Mary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c85d8d087b304525acb6f2eab9fbb2d7-msmolskis]; Engel, Theresa (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e86305ea82754e65b67a6359 1ed867ba-engelt]; Osborne, Cynthia (NIH) {C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=564d002f3a54421d90c6d86319e37c1f-osborneck]; Vogel, Susan (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a18354e56c6c45d5b4a9701770890c81-svogel]; Grace, Beth (NIH/NIAID) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75f1e9e678842258cf6472505f68cd8-bgrace]; Proffitt, Calvin (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e6b92ae902c4ad3b388e4bd2f6e12da-proffittch]; Hohn, Matt (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=758b9d09fbed4fe39fcd97d97 10ec787-hohnmj]; 
McNay, Laura (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e838a3824b60b91b6c394fedd335-Imcnay]; Pierson, Jerome 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddfa4630574f4cf794485d42e8f94f15-piersonjer]; Mock, Rebecca 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b8e7622242ed442a83557c86831344c5-sweetrl]; Segal Raim, Sharon (NIH) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fec017d4c0f44cea96f9b89b4138b02d-segalsb]; Miller, Tracey (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9804c1bd1610470f9 1a91225da2f6182-trmiller]; Parrish, David (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


'06e-giambar|]; Ganapathy Gopalrathnam 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=e43d7d2d97b44074abbca87 1c2e0fdd2-parrishdb]; Galcik, Michael (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=493f88a89a3543c0b01df5473fd7c08a-mgalcik]; Dighero-Kemp, Bonnie 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6dd7891a2804584a97437 14a242bd6b-digherokemp]; Hensley, Lisa 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=083 ee40b073846fdabb00489a21d8247-hensleyle]; Baseler, Beth (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2363525c118a468b9e8f5f61707c63f5-bbaseler] 


Subject: Canceled: ACTIV-3 O; 
Location: https://fnih.zoom.us; 
Start: 7/21/2020 3:00:00 PM 
End: 7/21/2020 4:00:00 PM 


Show Time As: Free 


Recurrence: Weekly 

every Tuesday from 11:00 AM to 12:00 PM 
Required Robert Jan Benschop; Daniel A Peterson; Charles 
Attendees: Janice Evans; Jens Lundgren; Wentworth, Debby; 


; Higgs, Elizabeth 

er, Jason; 

judy Currier; 

k, Marina (OS/ASPR/BARDA); 

Mark Polizzotto; }Proschan, 

Aggarwal, Neil (NIH/NHLBI) (E]; Paul Klekotka - Lilly; Harrigan, Rachel (HHS/IOS); Cavan, 

Read, Sarah (NIH/NIAID) [E]; Shweta Sharma; Taylor Thompson; 

Rosenberg, Yves (NIH/NHLBI) [E]; Davey, Victoria 

Denning, Eileen; Larson, Gregg; Peter Smith, M.D. (Thoracic Surgery); Katharina Krapp; John 
Rule; Aileen M Ilaria; Simpson, Shelly (NIH) [C]; Vallee, David; Lei Shen; Jenny Y Chien; Emmanuel Chigutsa; Daisy G 
Hartman; Jamie L Stack; Kristina Southern Dinkel; Susan R Moriarty; Gourab Datta; Judith Anne Gallagher; Patricia L 
Brown-Augsburger; Biswas, Kousick; Harrington, Cristin A.; Huyen Cao 

Optional Janelle A Sabo; Carlos O Garner - Lilly; Chen, Helen Q.; Wachtel, Jonathan; Tountas, Karen (FNIH) [T]; Desrosiers, 

Attendees: Elizabeth ‘urilla, Michael (NIH/NCATS) [E]; Kenny, Dermot; Parker, Ashley (NIH/OD) [E]; Daniel Dawson Murray; 

isbeth Jorgensen; Nicole Engen; RH-FP-CHIP-ACTIV3-INSIGHTO14; Tierney, John 

(NIH/NIAID) [E]; Marie Helleberg; Cate Carey; Vjecha, Michael; Hudson, Fleur; Pett, Sarah; Bitten Aagaard; Charlotte 

Bjernved Nielsen; Eccard-Koons, Vanessa (NIH) [C]; Buehn, Molly (NIH) [C]; MacDonald, Leah (NIH) [C]; Ganapathy 

Gopalrathnam; Tonya L Combs; Lori J Stephens; Lau, Chuen-Yen (NIH/NIAID) [E]; Herpin, Betsey (NIH/NIAID) [E]; 

Barrett, Kevin (NIH/NIAID) [E]; Smolskis, Mary (NIH/NIAID) [E]; Engel, Theresa (NIH) [C]; Osborne, Cynthia (NIH) [C]; 

|AID) [E]; Grace, Beth (NIH/NIAID) [C]; Proffitt, Calvin (NIH) [C]; Hohn, Matt (NIH) [C]; 

3 McNay, Laura (NIH/NIAID) [E]; Pierson, Jerome (NIH/NIAID) [C]; Mock, Rebecca (NIH/NIAID) 

‘on (NIH) [E]; Miller, Tracey (NIH) [C]; Parrish, David (NIH/NIAID) [E]; Galcik, Michael (NIH) [C]; 

Dighero-Kemp, Bonnie (NIH/NIAID) [C]; Hensley, Lisa (NIH/NIAID) [E]; Baseler, Beth (NIH) [C] 


Neaton, Jim; 
} Reineck, Lo 


Miller, Marissa A (NIH/NHLBI) [E]; 
Michee! ana {E]; 


Hi All, 
Cancelling per my other note. 


Thanks, 
Stacey 


Join Zoom Meeting 
https: //fnih. zoom. u: 


One tap mobile 


APARO000005122 


us (New York) 
Us (Germantown) 


(New York) 
(Germantown) 
(Chicago) 
(Houston) 
(san Jose) 
(san Jose) 


(Tacoma) 
Meeting 


Password: 
Find your 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4) 

Sent: 7/23/2020 11:11:38 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp) 

Subject: RE: Letter of Support 


Thank you, Francis, and thank you, Maria! 


Stacey J. Adam, PhD 

Director, Cancer 

Research P: 
me 


is 


From: Freire, Maria (FNIH) [T] 4 
Sent: Thursday, July 23, 2020 
To: Collins, Francis (NIH/OD) [E 
Cc: Adam, Stacey (FNIH) [T] 
Ashley (NIH/OD) [E] 
Subject: Re: Letter of Support 


~_} Parker, 


Terrific’. We will send it to OWS immediately. Thank you! M. 


On Jul 23, 2020, at 6:57 AM, Collins, Francis (NIH/OD) [E] <_ b6 wrote: 


Glad to do this, see attached, 


FC 


From: Freire, Maria (FNIH) [T] { 
Sent: Thursday, July 23, 2020 5:22 AM 
To: Collins, Francis (NIH/OD) [E] + 
Cc: Tabak, Lawrence (NIH/OD) [E] 
Menetski, Joseph (FNIH) [T] 
Subject: Fwd: Letter of Support 


________§ Parker, Ashley (NIH/OD) [E] 77 
Adam, Stacey (FNIH) [T] 


Francis, 
OWS is asking you to send a letter (attached) to ACTIV-2 sites - please see below. Is this something you want/can 


do? Stacey sent the email chain to her NIH contacts but there is urgency here. Joe will bring this up on the call 
today in case this email does not reach you before. M. 
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From: "Adam, Stacey (FNIH) [T]" a 
Date: Thursday, July 23, 2020 at 12:17:19 AM 
To: "Gadbois, Ellen (NIH/OD) [E]" 


‘Culp, Michelle (NIH/OD) [E]" 


Ce i, 
Subject: FW: Letter of Support 


“Freire, Maria (FNIH) (T]’ 


Hi Ellen and Michelle, 


| was wondering if you could help me with the request described in the letter below. 


In short the ACTIV-2 team is looking for Dr. Collins to sign a letter of support that could be distributed to 
the site Pls encouraging them to recruit to the trial. 


Would this be something that you could assist with? Or would it be better if | reached out to Ashley 
Parker? 


| am cc’ing Joe and Maria so perhaps they can mention this to Francis in the War Room tomorrow to 
pave the way. 


Thanks, 


Stacey 


Stacey J. Adam, PhD 


Director, Cancer 


Research Partnerships 


From: Parker, CPT Sheri (HHS/IOS) ¢ 
Sent: Wednesday, July 22, 202! 
To: Adam, Stacey (FNIH) [T] 
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6 Fs; Erhardt, William (HHS/1OS) 
pbb: Kim, Peter (NIH/NIAID) [E bé 7 
Subject: FW: Letter of Support 


Good Morning, Stacey, 


One of the outcomes in the ACTIV-2 and 3 review on Thursday with GEN Perna and Dr. Saloui was a 
letter of support to encourage facilities to support additional space for outpatient infusions for COVID- 
19+ patients as it was discovered that is one of the rate limiting steps to recruitment, especially in light 
of the four hour infusion cycle required for the first candidate. 


As such, we worked with Peter and the site directors to draft a generic letter of support that will be sent 
to all site directors, The site director would then take it upon him or herself to draft a letter of specific 
recommendations to their leadership (to avoid forcing a single solution for all sites). The site directors 
that participated in the review all agreed that it would be more meaningful if the letter was signed by 
Dr. Collins. As such, Dr, Woodcock reached out to Dr. Collins and he agreed to do so, 


| have attached the generic letter of support. Kevin suggested you would likely know the way to quickly 
staff this and have a recommendation for the appropriate letter \head. 


Please note, the team recommended keeping the letter generic, because they wanted to get the letter 
out quickly as opposed to digging for addresses and having Dr. Collins sign multiple letters. We can 
always revisit this if a personal letter is warranted. 


Please fet me know how | can assist in pushing this forward. 


Best, 


Sheri 


Sheri Parker, PMP, PhD 


CAPT, MSC, USN 


Therapeutics Clinical Operations Director 
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Operation Warp Speed 


Cell 


From: Bugin, Kevin 
Sent: Tuesday, July 21,2030 8:47 PM” 
To: Parker, CPT Sheri (HHS/IO! cae 
Cc: Erhardt, William (HHS/IOS) 1 
Subject: RE: Letter of Support 


Hi Sheri, 
\'d work with Stacey. She can utilize NIH channels. | think she can do it quickly. 


Kevin 


<ACTIV2 Infusion Needs.pdf> 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4) 

Sent: 7/12/2020 8:02:31 PM 

To: Roger Paredes [~ 


|; Robert Jan Benschop 7 
Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Daniel A Peterson 
Lilian Gonzalez 


Patterson, Amy (NIH/NHLBI) [E] Tiesetxthangelabsfou ‘Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersal; 


T)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; 
Higgs, Elizabeth (NIH/NIAID) [E] Doseschspeetshs/ oct Exchange Administrative 


Administrative Group (FYDIBOHF23SPDLT)/c écipients/en=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; 
Kozak, Marina (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Miller, Marissa A 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afea8bcd1c054bcd9250da63e1dbe947-millerma2]; Mark Polizzotto 

_5 Proschan, Michael 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Paul Klekotka - Lilly 
ta Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Cavan, Reilly 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=995fe0f1a53c443a832F96f003f0f2c5 -cavanr. bios, 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099- -readsa]} Shweta Sharma 
"J; Taylor Thompson [~ 
} } Rosenberg, Yves (NIH/NHLBI) [€] (/o=ExchangeLabs/ou=Exchange Administrative Group 

= Scb3e9a3a2747¢38c42f6 815 c8e40ct rosenbey]; Davey, Victoria 

“1; Denning, Eileen [/o=ExchangeLabs/ou=Exchange Administrative Group 
63¢1 8df3b7945bda704a01abd12b3b4-eileen.ccbr]; Larson, Gregg 


John Rule 
Simpson, Shelly (NIH) [C] 
{fozExchangelabs/ousExchange Admii 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=371206262b394fecaab6f43a3a6f9de6-shsimpson]; Vallee, David 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/c Recipients/cn: =560bbaaeb781440ea7c ‘Lce8d8dc073a1-davidv.tm: 


-]; Charles T Benson 


G Hartman f 


usan R Moriarty Gourab Datta 
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lagher (is ); Patricia L Brown-Augsburger 


Kenny, Dermot (b) (6) | Pierson, Jerome (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ddfa4630574f4cf794485d42e8f94f15-piersonjer]; 
5 Ganapathy Gopalrathnam ; Herpin, Betsey 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f98ea94d0b549a9a20b14129958ffc8-herpinb]; Osborne, Cynthia (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=564d002f3a54421d90c6d86319e37c1f-osborneck]; Janelle A Sabo 
4; MacDonald, Leah (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=31119e48ee194b059ef26182e1fc706e-giambarl]; Galcik, Michael (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=493f88a89a3543cOb01df5473fd7cO8a-mgalcik]; Smolskis, Mary (NIH/NIAID) 
E) (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8Sd8d087b3045 25acb6f2eab9fbb2d7-msmolskis]; Mock, Rebecca 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b8e7622242ed442a83557c86831344c5-sweetrl]; Proffitt, Calvin (NIH) [C] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e6b92ae902c4ad3b388e4bd2f6e12da-proffittch]; Miller, Tracey (NIH) [C] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9804c1bd1610470f91a91225da2f6182-trmiller]; Hensley, Lisa (NIH/NIAID) 
E] (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=083ee40b073846fdabb00489a21d8247-hensleyle]; Lau, Chuen-Yen 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2fd5052b609741d7a5560d4c68e30109-lauc]; Carlos O Garner - Lilly 
[ Chen, Helen Q. [qingchen@deloitte.com]; 
Wachtel, Jonathan [jwachtel@DELOITTE.com]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/c ipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; 
Desrosiers, Elizabeth A. Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe0Gebd70-parkeras]; Daniel Dawson Murray 
Q a) Lisbeth Jorgensen 
UG) ; RH-FP-CHIP-ACTIV3-INSIGHTO14 
John (NIH/NIAID) [E] (/o=Exchangelabs/ou= Exchange Administrative Group 
ients/cn=61553b35beb7479789a06defda628627-jtierney]; Marie Helleberg 
Vjecha, Michael 


Tierney, 


Eccard-Koons, Vanessa (NIH) [C] [/o=ExchangeLabs/ou=Exchange 
ic =Recipients/cn=78c68caala3e4beb87d31199d1566e39-eccardvs]; 
Buehn, Molly (NIH) a [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42fe6790581143a78a8b68e17fc600c0-buehnmj]; Tonya L Combs 

Lori J Stephensi~ |; Barrett, Kevin (NIH/NIAID) [E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0490b8cf48984327b737d027f4fddd81-barrettk2]; Engel, Theresa (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e86305ea82754e65b67a63591ed867ba-engelt]; Vogel, Susan (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a18354e56c6c45d5b4a9701770890c81-svogel]; Grace, Beth (NIH/NIAID) [C] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75fle9e678842258cf6472505f68cd8-bgrace]; Hohn, Matt (NIH) [C] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=758b9d09fbed4fe39fcd97d97 10ec787-hohnmj]; 
McNay, Laura (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e838a3824b60b91b6c394fedd335-Imcnay]; Segal Raim, Sharon (NIH) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fec017d4c0f44cea96f9b89b4138b02d-segalsb]; Parrish, David (NIH/NIAID) 
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[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e43d7d2d97b44074abbca87 1c2e0fdd2-parrishdb]; Dighero-Kemp, Bonnie 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6dd789 1a2804584a9743714a242bd6b-digherokemp] 


Subject; ACTIV-3 Operations Team Meeting 

Attachments: ACTIV_TX-Clinical_ACTIV-3 Operations Team Meeting Agenda_20200714.docx 
Location: 

Start: 7/14/2020 3:00:00 PM 

End: 7/14/2020 4:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday from 11:00 AM to 12:00 PM 
Required Roger Paredes; Robert Jan Benschop; Jamie L Stack; Judy Currier 0 Daniel A Peterson; 
Attendees: Kent PH i 7 
Patterson, Amy (NIH/NHLBI) [E]; Andrew Phillips; Fr 
Birgit Grund {_ 
(NIH/NIAID) (€); (— 


eaea bere Yves (NIH/NHLBI) ie; Davey, Vietoria i 
Larson, Gregg; Peter Smith, M.D. (Thoracic Surgery); Katharina Krapp; John Rule; Simpson, Shelly 
(NIH) [C]; Vallee, David; Charles T Benson; Lei Shen; Jenny Y Chien; Emmanuel Chigutsa; Daisy G Hartman; Kristina 
Southern Dinkel; Susan R Moriarty; Gourab Datta; Judith At Galli 4 ‘icia L Brown-Augsburger 

Optional Kenny, Dermot; Pierson, Jerome (NIH/NIAID) [C]; janapathy Gopalrathnam; Herpin, 

Attendees: Betsey (NIH/NIAID) [E]; Osborne, Cynthia (NIH) [C]; Janelle A Sabo; MacDonald, Leah (NIH) [C]; Galcik, Michael (NIH) 
(C); Smolskis, Mary (NIH/NIAID) [E]; Mock, Rebecca (NIH/NIAID) [E]; Proffitt, Calvin (NIH) (C); Miller, Tracey (NIH) (C]; 
Hensley, Lisa (NIH/NIAID) [E]; Lau, Chuen-Yen (NIH/NIAID) [E]; Carlos O Garner - Lilly; Cate Carey; Chen, Helen Q,; 
Wachtel, Jonathan; Tountas, Karen (FNIH) (T]; Desrosiers, Elizabeth A.; Kurilla, Michael (NIH/NCATS) [E]; Parker, 
Ashley (NIH/OD) [E]; Danie] Dawson Murray; Lisbeth Jorgensen; Nicole Engen; RH-FP-CHIP-ACTIV3-INSIGHTO14; 
Tierney, John (NIH/NIAID) [E]; Marie Helleberg; Vjecha, Michael; Hudson, Fleur; Pett, Sarah; Bitten Aagaard; 
Charlotte Bjernved Nielsen; Eccard-Koons, Vanessa (NIH) [C]; Buehn, Molly (NIH) [C]; Tonya L Combs; Lori J Stephens; 
Barrett, Kevin (NIH/NIAID) [E]; Engel, Theresa (NIH) [C]; Vogel, Susan (NIH/NIAID) [E]; Grace, Beth (NIH/NIAID) [C]; 
Hohn, Matt (NIH) [C]; McNay, Laura (NIH/NIAID) [E]; Segal Raim, Sharon (NIH) [E]; Parrish, 
David (NIH/NIAID) [E]; Dighero-Kemp, Bonnie (NIH/NIAID) [C] 


Dear ACTIV-3 Operations Team, 


Please see below and attached and below a draft agenda for Tuesday's meeting. Please let me know if you have any 
slides you would like to present for your sections. 


Agenda Topic Time (EDT) Duration Facilitator 


Opening 


* Review Agenda and Meeting Objectives ay Sen emit arn 
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FDA Comments 


Update from Lilly Team on Drug Supply Plan and 
Timetable 


cIRB Discussion 


Site Registration 


Recap & Next Steps 


“{US (New York) 
{US (Germantown) 
lus (Chicago) 

{US (Houston) 
1US (San Jose) 
1US (San Jose) 
i acoma) 


11:05am — 11:25am 


11:25am — 11:35am 


11:35am — 11:45am 


11:45am — 11:55am 


11:55am — 12:00pm 


20 mins. 


10 min. 


10 min. 


10 min. 


5 min. 


Jens 


Aileen 


Laura 


Eileen 


Jim / Stacey 
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From: Adam, Stacey (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4)] 

Sent: 2/24/2021 1 5AM 

To: Douglas, David (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8c2e6786ea794ac5b4a257ddd9d738d2-David.Doug!]; Davey Smith 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44a1aS3dde4e9816f51d-DaveySmith]; Michael Hughes 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ecf3e6209774f4e9 143192c89ae747 1-MichaelHugh); Leifer, Eric 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=82f6ef6b63654d1294890664f81c9c95-leifere]; Wright, Clinton (NIH/NINDS) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6e18bd48748f4d7dab41338948aa9a59- wrightclb]; Scott Berry 

~~]; MeNay, Laura (NIH/NIAID) [E] i/o=Excfran.ab/ OU Exchenge Administrative Group 

(FYOIBOHF23SPOLT)/en Recipients/cn=d089e838a3824b60b91b6c394fedd335-Imcnay]; | = 

Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

JER OH SED ED n=Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc];}_ 

indzelski, Andrei (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Recipients/cn=8bda5194bdca4d2594626f6313d2db5Sc-kindzelskia]; 

_} Bozzette, Sam (NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19¢f47c7ae39d7bcf0aac88d-bozzettesaa]; Neaton, Jim 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbc29-neato001.um]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m); Higgs, Elizabeth 

(NIH/NIAID) [E} [/o=ExchangeLabs/ou=Exchange Administrative Group 

AFYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs); LaVange, Lisa M 

i Proschan, Michael 


en 


p 
=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 

Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Kim, Peter (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2); Grund, Birgit 
[/o=ExchangeLabs/ou= Exchange Administrative Group 

cn=8e2d226c78964db2a63a416a6acc2bae-birgit.umn.]; Hochman, Judith 

stock, Thomas (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
fecipients/cn=4cb470e0376340ee8a234fd433 1fed3d-Thomas.Stoc]; Thomas Stock 

Erhardt, William (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; David Douglas 

gin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK. fda]; 
Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Harrigan, Rachel (HHS/IOS) 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Lundgren, Jens 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb81a6b-jens.lundgr] 

cc: Read, Sarah (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Dana Carluccio 

. Rose Li Central Account [FNIH@roseliassociates.com]; Elsaid, Olivia 
xchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd]; Nayak, 
Seema (NIH/NIAID) [E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Lerner, Andrea (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Parker, Ashley (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


] 
FYDIBOHF23SPDLT) 


fpinwrareisinines 


(FYDIBOHF23SPDLT)/c! 
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(FYDIBOHF23SPDLT)/c 


Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Philip, Ritika 

Shipp, Allan (NIH/NHLBI) [E] [(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Geller, Nancy L 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Keybiponezaseptp/en Recipients/cn=62d7470c942d4b6fa37 7d8695525e3ca-gellern); Lawlor, Ciaran 

J; Ramakrishnan, Raahul { |; Teyhen, Deydre (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 lee69f-Deydre.Teyh]; Groesch, Mary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383 186b9d9870344e-groeschm]; Boucher, Cynthia 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn: Recipients/cn=2c1d80fcSe664e85ae8baf6833bc1734-boucherc]; Dr Susanna Naggie, M.D. 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, CAPT Sheri 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=S5a97ee0e31744d92906eS722b8c25302-Sheri.Parke]; Embry, Alan 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac21cb83fd599d-embrya]; Punturieri, Antonello 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7 a6bc7-punturieria]; Sorosa, Alex 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Eric Hughes 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7 bda8fd06f67002cf-gingchen.de] 


Subject: ACTIV Cross Trial Meeting 
Location: 

Start: 

End: 11/20/2020 3:00:00 PM 


Show Time As: Tentative 


Recurrence: = Monthly 

i f every 1 month(s) from 8:30 AM to 10:00 AM 

Douglas, David (HHS/IOS); Smith, David; Michael Hughe 

; McNay, Laura (NIH/NIAID) [E);; Javan, Arzhang 

Kindzelski, Andrei (NIH/NHLBI) [E]; 

|; Jim Neaton; Judy Currier; Higgs, Elizabeth (NIH/NIAID) 

Proschan, Michael 

Patterson, Amy (NIH/NHLBI) [E]; Kim, Peter (NIH/NIAID) [E]; Birgit 

S/IOS); Thomas Stock; Erhardt, William (HHS/IOS); David Douglas; 

Bugin, Kevin (FDA/CDER); Beigel, John (NIH) [E]; Harrigan, Rachel (HHS/IOS); Jens Lundgren 

Optional Read, Sarah ( (NIH/NIAID) [E]; Dana Carluccio; Rose Li Central Account; Elsaid, Olivia; Nayak, Seema (NIH/NIAID) [E]; 

Attendees: Lerner, Andrea (NIH/NIAID) [€]; Parker, Ashley (NIH/OD) [E]; Philip, Ritika; Shipp, Allan (NIH/NHLBI) [E]; Marks, 
Gilbert (OS/ASPR/BARDA) (CTR); Geller, Nancy L (NIH/NHLBI) (EJ; Lawlor, Ciaran; Ramakrishnan, Raahul; Teyhen, 
Deydre (HHS/I0S); Groesch, Mary (NIH/NHLBI) [E]; Boucher, Cynthia (NIH/NCATS) [E]; Dr Susanna Naggie, M.D.; 
Wholley, David (FNIH) [T]; Parker, CAPT Sheri (HHS/IOS); Embry, Alan (NIH/NIAID) [E]; Punturieri, Antonello 
(NIH/NHLBI) [E]; Sorosa, Alex; Eric Hughes; qingchen@deloitte.com 


Required 
Attendees: 


Dear ACTIV-1/2/3/4/5 Trial Leads, 
Moving a week earlier due to Thanksgiving. 


Thanks, 


APAROO000005135 


Stacey 


Join Zoom Meeting 
https: //fnih.zoom.usj 


Meeting II 
Passcode: 


IS (New York) 
IS (Germantown) 


(New York) 
(Germantown) 
(Chicago) 
(Tacoma) 
(Houston) 
(san Jose) 
(San Jose) 


Passcode: |. 


APARO000005135 


From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E1CF101C0943414-ADAMSJ4] 


J; McNay, Laura (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF235PDLT)/en= Recipients/cn=d089e838a3824b60b91b6c394fedd335-Imcnay]; Neaton, Jim 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbhc29-neato001.um]; Harrigan, Rachel 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4 1f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; 

"} Douglas, David (HHS/10S) [/o=ExchangeLabs/ou=Exchange Admini: 
pients/cn=8c2e6786ea794ac5b4a257ddd9d738d2-David.Doug! 
Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d6Sbb70f-pattersa]; Thomas Stock 

Grund Birgit [/o=ExchangeLabs/ou=Exchange Administrative Group 
cn=8e2d226c78964db2a63a416a6acc2bae-birgit.umn.]; Hochman, Judith 

avey Smith [/o=ExchangeLabs/ou=Exchange Administrative Group 

( )/cn=Recipient s/cn=fdeb666cbbac44a1aS 3dde4e9816f51d- DaveySmith]; Kim, Peter (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Wright, Clinton (NIH/NINDS) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6e18bd48748f4d7dab41338948aa9a59-wrightclb]; Javan, Arzhang 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT)/cn= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc, 
} Erhardt, William (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
220cd2d612-William.Erh]; LaVange, Lisa M 

j Lundgren, Jens [/o=ExchangeLabs/ou=Exchange 
1323d1d9274d84b8e8b3046cb81a6b-jens. lundgr]; 
Stock, Thomas vaasiios} [/o=ExchangeLabs/ou=" pehanes Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4cb470e0376340ee8a234fd4331fed3d-Thomas.Stoc]; David Douglas 
Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=7b45059209b4468bb4ba02bOdfbbb3e4-proscham]; 

eigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group. 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30 160869f0-jbeigel]; Bozzette, Sam (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Bugin, Kevin (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK. fda]; Lane, Cliff (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Leifer, Eric (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=82f6ef6b63654d1294890664f8 1c9c95-leifere]; Michael Hughes 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Lecf3e6209774f4e9143192c89ae7471-MichaelHugh]; 

iKindzelski, Andrei (NIH/NHLBI) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2dbSc-kindzelskia]; Judy Currier 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Scott Berry 


m3 

‘}; Philip, Ritika f~” 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5a97ee0e31744d92906e5722b8c25302-Sheri.Parke]; Elsaid, Olivia 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd); Eric 
Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cdS4153bSdaa9d99ad4ec90-EricHughes); Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 


“*; Parker, CAPT Sheri 


APAROO000005136 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Teyhen, Deydre (HHS/IOS) 
lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recij ients/en=c75b09732dc14cfcb346afd7671ee69F- Deydre.Teyh]; Dr Susanna Naggie, 
M.D. j; Lawlor, Ciaran : Lerner, Andrea (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Boucher, Cynthia 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c1d80fcSe664e85ae8baf6833bc1734-boucherc]; Shipp, Allan (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa]; Rachel Harrigan 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=80023e7be2dd4554b54d1604fa60df18-rachel.h.ha]; Nayak, Seema 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1dSee68480045 78bSbf9c808eca8féf-nayaksu]; Read, Sarah (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Embry, Alan (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya]; Parker, Ashley (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras); Chen, Helen 
(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Groesch, Mary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9| 
FNIH@roseliassociates.com]; Ramakrishnan, Raah 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Ad 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria) 


chm]; Rose Li Central Account 
Punturieri, Antonello 


Subject; ACTIV Cross Trial Meeti 
Location: https://fnih.zoom.us/jp. 

Start: 12/18/2020 1:30:00 PM 
End: 12/18/2020 3:00:00 PM 


Show Time As: Tentative 


Recurrence: Monthly 
the last Friday of every 1 month(s) from 8:30 AM to 10:00 AM 


Required McNay, Laura (NIH/NIAID) [€]; Jim Neaton; Harrigan, Rachel (HHS/IOS); 

Attendees: Douglas, David (HHS/IOS); 4 
Thomas Stock; Birgit Grund; Hochman, Judith; Smith, D: 
Javan, Arzhi __.§ Erhardt, William (HHS/IOS); LaVange, 
Lisa M; Jens Lundgren; Stock, Thomas (HHS/IOS); David Douglas; Proschan, 
Michael Beigel, John (NIH) [E]; Bozzette, Sam (NIH/NCATS) [E]; Higgs, 
Elizabeth (NIH/NIAID) (Ey Bugin, Kevin (FDA/CDER); Lane, Cliff (NIH/NIAID) [E Michael 
Hughes; ‘indzelski, Andrei (NIH/NHLBI) (E]; Judy Currier; Scott Bert 
WahedA@éi Ic.pi lu 

Optional Dana Carluccio; Philip, Ritika; Parker, CAPT Sheri (HHS/1OS); Elsaid, Olivia; Eric Hughes; Marks, Gilbert 


Attendees:  (0S/ASPR/BARDA) (CTR); Wholley, David (FNIH) [T]; Teyhen, Deydre (HHS/IOS); Dr Susanna Naggie, M.D.; Lawlor, 
Ciaran; Lerner, Andrea (NIH/NIAID) [E]; Boucher, Cynthia (NIH/NCATS) [E]; Shipp, Allan (NIH/NHLBI) [E]; Rachel 
Harrigan; Nayak, Seerna (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Embry, Alan (NIH/NIAID) [E]; Parker, Ashley 
(NIH/OD) [E]; qingchen@deloitte.com; Groesch, Mary (NIH/NHLBI) [E]; Rose Li Central Account; Ramakrishnan, 
Raahul; Punturieri, Antonello (NIH/NHLBI) [E] 


Dear ACTIV-1/2/3/4/S Trial Leads, 


APARO000005136 


One tap_mob 


Moving the December meeting up a week due to Christmas. 


Thanks, 
Stacey 


Join Zoom Meeting 
https: //fnih.zoom.us/j 


Meeting II 
Passcode: 


Us (New York) 
US (Germantown) 


Dial by your. | 
(New York) 
(Germantown) 
(Chicago) 

(Tacoma) 

(Houston) 

(San Jose) 

S (San Jose) 
Meeting 

Passcode:} t 

Find your local number: https://fnih.zoom.us/ 


APARO000005136 


From: 


Sent: 
To: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
7/15/2020 11:54:29 AM 
Roger Paredes [ 


; Robert Jan Benschop :_ 
Judy Currier Yo=! ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Daniel A Peterson 
Mark Polizzotto f 
Aggarwal, Neil (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Aileen llaria 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=860a2 1feceSd4ff2b206b3d1856c06cf-Aileenliari]; Charles T Benson 

3 Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes); 

Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
)96cff8ca9-ehiggs]; Kent P Hassett 

|; Andrew G Koustenis 

Janice Evans J; Jens Lundgren}. 
Wentworth, Debby [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dc146ea82bb402cb5c6596f43056347-wentw001.um 
Ajay Nirula - Lil 
Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d6Sbb70F- 


pros 
Recipients/cn=01 
; Lilian Gonzale: 


} Birgit Grund 
/ou=Exchange 
f2de-clane]; 
aker, Jason 
} Neaton, Jim 


AEVDIBOHIE23SPOLT)/en= =Recipients/cn=0f2b26b051964d9da6868e53c9cc6c49-jim.ccbr.um];! 
Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41d744ad9dc3caa8f497a421-Marina.Koza]; Miller, Marissa A 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afea8bcd1c054bcd9250da63e1dbe947-millerma2] 
7 Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Paul Klekotka - 
Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; Cavan, Reilly 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=995 fe0f1a53c443a832f96f003f0f2c5 -cavanr. bios, 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=527b16003801 
“4 Taylor Thompson 
osenberg, Yves (NIH/NI 
Recipients/cn=aScb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Davey, Victoria 
x (b) (6) ; Denning, Eileen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F V/en= Recipients/cn=dc3c18df3b7945bda704a01abd12b3b4-eileen.ccbr]; Larson, Gregg 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=55c8ba84a1994b458f9c6ce304ea6b93-larso279.um]; Peter Smith, M.D. 
i Katharina Krappt, John Rule 

|; Simpson, Shelly (NIH) [C] [/o=ExchangeLabs/ot change Administrative Group 
SPDLT)/cn=Recipients/cn=371206262b394fecaab6f43a3a6f9de6-shsimpson]; Vallee, David 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= Recipients/cn S60bbaaeb781440ea7cice8d8dc073a1-davidv.tmg- ]; Lei Shen 
i Emmanuel Chigutsa 
Kristina Southern Dinkel 


Group 


j Daisy G Hartman 


APARO000005137 


cc: 


|; Gourab Datta 
Patricia L Brown-Augsburger 


Susan R Moriarty: 


ierson, Jerome (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange 
ecipients/cn=ddfa4630574f4cf794485d42e8f94f15-piersonjer]; 
janapathy Gopalrathnai Herpin, Betsey 
/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5f98ea94d0b549a9a20b14129958ffc8-herpinb]; Osborne, Cynthia (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=564d002f3a54421d90c6d86319e37c1f-osborneck]; Janelle A Sabo 
MacDonald, Leah (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
'DLT)/cn=Recipients/cn=31119e48ee194b059ef26182e1fc706e-giambarl]; Galcik, Michael (NIH) [C] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=493f88a89a3543c0b01df5473fd7c08a-mgalcik]; Smolskis, Mary (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c85d8d087b3045 25acb6f2eab9fbb2d7-msmolskis]; Mock, Rebecca 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b8e7622242ed442a83557c86831344c5-sweetrl]; Proffitt, Calvin (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e6b92ae902c4ad3b388e4bd2f6e12da-proffittch]; Miller, Tracey (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9804c1bd1610470f91a91225da2f6182-trmiller]; Hensley, Lisa (NIH/NIAID) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=083 ee40b073846fdabb00489a21d8247-hensleyle]; Lau, Chuen-Yen 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


‘Kenny, Dermo 
Administrativ 


8e30109-lauc]; 
Eileen Denning: 
trative Group 
F23SPDLT)/cn=! Raciplents/ence1s5abaeeb7479 reaabedeldae28627 -jtierney]; Pett, Sarah 
§ McNay, Laura (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPOLT) /en= Recipients/cn=d089e838a3824b60b91b6c394fedd335-Imcnay]; Vogel, Susan (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a18354e56c6c45d5b4a9701770890c81-svogel]; Buehn, Molly (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42fe6790581143a78a8b68e17fc600c0-buehnmj]; Daniel Dawson Murray 
Grace, Beth (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/c! cipients/cn=c75fle9e678842258cf6472505f68cd8-bgrace]; Chen, Helen Q. 
iqingchen@deloitte.com]; Wachtel, Jonathan [jwachtel@DELOITTE.com]; Tountas, Karen (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Desrosiers, Elizabeth A. 
Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/c! cipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Parker, Ashley 
(NIH/OD) [E] (/o=ExchangeLabs/ou= Exchange Administrative Group 


ebd70-parkeras]; Lisbeth Jorgensen 
RH-FP-CHIP-ACTIV3-INSIGHTO14 [chip- 
Vjecha, Michael 


Eccard-Koons, Vanessa (NIH) [C] 


‘o=ExchangeLabs/ou=Exchange 
)/cn=Recipients/cn=78c68caala3e4beb87d31199d1566e39-eccardvs]; Tonya L Combs 

_}; Lori J Stephens ; Barrett, Kevin (NIH/NIAID) [E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0490b8cf48984327b737d027f4fddd81-barrettk2]; Engel, Theresa (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e86305ea82754e65b67a6359 1ed867ba-engelt]; Hohn, Matt (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=758b9d09fbed4fe39fcd97d97 10ec787-hohnmj];" 
Raim, Sharon (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


; Segal 


APARO000005137 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=fec017d4c0f44cea96f9b89b4138b02d-segalsb]; Parrish, David (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e43d7d2d97b44074abbca87 1c2e0fdd2-parrishdb]; Dighero-Kemp, Bonnie 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6dd7891a2804584a9743714a242bd6b-digherokemp]; Baseler, Beth (NIH) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2363525c118a468b9e8f5f61707c63f5-bbaseler]} 

Subject: Follow-up to ACTIV-3 Operations Team Meeting 07/14/2020 

Attachments: ACTIV_Therapeutics-Clinical_Master Protocol Subgroup_ACTIV-3 Operations Team Meeting_20200714.pdf 


Dear ACTIV-3 Operations Group, 


Please find attached the summary of yesterday’s call that Helen and Katharina were kind enough to capture for us. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.org‘pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

2/20/2021 12:29:50 AM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Erbelding, Emily (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Eakin, Ann (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{erp leore seer OLINen Recipients/cn=7dafba298c194f9d9bc13c54fe0cf29a-eakinae]; Erica Ollmann Saphire 

tein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EIDIBOHFES¢PDLT;/en= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Judy Currier 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Davey Smith 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44a1a53dde4e9816f51d-DaveySmith]; Kim, Peter (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Neaton, Jim 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbc29-neato001.um]; Lundgren, Jens 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb8 1a6b-jens.lundgr]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Kiley, James (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Goff, David (NIH/NHLBI) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

Chen, Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; Bugin, Kevin (FDA/CDER) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4.a9880bfb9f70948 1e7 c-BUGINK.fda]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=ac0Sf976df484ed69022b8663cd448d3-carverkr]; Reich, Colleen 

}; Rose Li Central Account 

Church, Elizabeth (NIH/NIAID) 


[E] [/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1761d52a54e4efa8c5f3f43dea3afaf-stanselleh]; Teyhen, Deydre (HHS/IOS) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 Lee69f-Deydre.Teyh]; Sorosa, Alex 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Erhardt, William 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Jabarkhail, Mina 


APARO000005141 


i Harrigan, Rachel (HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Nasr, Hana 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1] 

Subject: Summary of the ACTIV-2/3 Trial Oversight Committee Meeting 

Attachments: 2021-02-17_Trial_Oversight_Committee_Meeting_Summary.pdf 


Dear ACTIV-2/3 TOC Members, 
Thank you for a great meeting on Wednesday. Please find the summary of the meeting attached. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Di ancer 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


SFNIH 35 


APARO000005141 


From: Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 2/19/2021 10:31:07 PM 
To: Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Bugin, Kevin (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7c-BUGINK.fda]; Kim, Peter (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; McNay, Laura (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e838a3824b60b9 1b6c394fedd335-Imcnay]; Atkinson, Jane (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d0e3e449583b40e0bSbfdfccfda7 1ced-jatkinso]; Patterson, Amy (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Beigel, John (NIH) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Dunsmore, Sarah 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ead4a1420aa346cfbde4dace7bba42b5-dunsmores]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=! Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Thomas Stock 
Erhardt, William (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; Harrigan, Rachel 
(HHS/10S) [/o= ExchangeLabs/ou=Exchange Administrative Group 
ients/cn=41f4c4e7fa8c48359fe7 fdcef26cbabc-Rachel.Harr]; David Douglas 
Douglas, David (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn Recipients/cn=8c2e6786ea794ac5b4a257ddd9d738d2-David.Dougl]; Stock, Thomas 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4cb470e0376340ee8a234fd433 1 fed3d-Thomas.Stoc] 
cc: Parker, CAPT Sheri (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F T)/cn=Recipients/cn=5a97ee0e31744d92906e5722b8c25302-Sheri.Parke]; Philip, Ritika 
I Lawlor, Ciara Chen, Helen [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06f67002cf-qingchen.de]; 
Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria}; Boucher, Cynthia 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c1d80fcSe664e85ae8baf6833bc1734-boucherc]; Teyhen, Deydre (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 Lee69f-Deydre. Teyh]; Parker, Ashley (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; VND Shreeve, Chris 
|; Knox, Shamay (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=870b562ab9084927872c9e162d520cde-sknox]; Decastro, Philip (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1b5170c536b3488bb061cece532cc46e-decastropj]; Illanes, Christine 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=637015ad1b36455fa152a8969b4d4e30-illanescr]; Ramakrishnan, Raahul 
L |; Kuethe, Christine (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=d6979825f6c648b5be16a3050b4a0a03-Christine.K]; 
Sorosa, Alex [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Waring, Lorraine 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=af9 1df8dec884f649cce10804470d1cb-Lorraine.Wa]; Lerner, Andrea 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000005143 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam]; Embry, Alan (NIH/NIAID) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya]; Nasr, Hana 
‘change Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1]; King, 


[/o=ExchangeLabs/ol 
Mason 


Subject: Summary of the ACTIV Cross Trial Operations Strategy/Problem Solving Meeting 
Attachments: ACTIV_Cross-Trial Ops Meeting_20210218.pdf 


Dear ACTIV Trial Operations Leads, 


Please find attached the summary of our meeting yesterday. Thank you all for your participation and the good 


discussion. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: 


Hooo 


Rockville Pike, Suite 600, North Bethesda, MD 20852 


APARO0000005143 


From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

2/17/2021 6:58:49 PM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Erbelding, Emily (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Eakin, Ann (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dafba298c194f9d9bc13c54feOcf29a-eakinae]; Erica Ollmann Saphire 
tein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Judy Currier 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Davey Smith 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44a1a53dde4e9816f5 1d-DaveySmith]; Kim, Peter (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Neaton, Jim 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995f643442eb94c59697c2cbc29-neato001.um]; Lundgren, Jens 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb81a6b-jens.lundgr]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Kiley, James (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Goff, David (NIH/NHLBI) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 


Kelly Beazley [” 
Group (FYDIBOHF23SPDLT)/c a221a6336336466793cff9145b09d91b-Contact_f12]; Chen, Helen 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7 bda8fd06f67002cf-qingchen.de]; Bugin, Kevin (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4.a9880bfb9f70948 1e7 c-BUGINK.fda]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac0Sf976df484ed69022b8663cd448d3-carverkr]; Reich, Colleen 
Lisbeth Jorgense! i Rose Li Central Account 
FNIH@roseliassociates.com]; Dana Carluccio [dana.carluccio@roseliassociates.com]; Church, Elizabeth (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1761d52a54e4efa8c5f3f43dea3afaf-stanselleh]; Teyhen, Deydre (HHS/IOS) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 Lee69f-Deydre.Teyh]; Erhardt, William 
(HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Jabarkhail, Mina 


APARO000005160 


Subject: 
Attachments: 
Location: 


Start: 
End: 
Show Time As: 


Recurrence: 


Required 
Attendees: 


Optional 
Attendees: 


«+ Harrigan, Rachel (HHS/1OS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Nasr, Hana 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1] 


ACTIV-2/3 Trial Oversight Committee Meeting 
ACTIV-2 and ACTIV-3 Tri i i 
https://fnih.zoom.us: 


2/17/2021 8:00:00 PM 
2/17/2021 9:00:00 PM 
Tentative 


Weekly 

every Wednesday from 3:00 PM to 4:00 PM 

Wholley, David (FNIH) [T]; Woodcock, Janet (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR); Bozzette, Sam 
(NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Lane, Cliff (NIH/NIAID) [E]; Erbelding, Emily (NIH/NIAID) [E]; Eakin, Ann 
(NIH/NIAID) [E]; Erica Ollmann Saphire; Stein, Peter (FDA/CDER); Judy Currier; Davey Smith; Kim, Peter (NIH/NIAID) 
[E]; Neaton, Jim; Lundgren, Jens; Higgs, Elizabeth (NIH/NIAID) [E]; Kiley, James (NIH/NHLBI) [E]; Goff, David 
(NIH/NHLBI) [E] 

Kelly Beazley; Sorosa, Alex; Chen, Helen; Bugin, Kevin (FDA/CDER); Carver, Trea (NIH) [C]; Reich, Colleen; Lisbeth 
Jgrgensen; Rose Li Central Account; Dana Carluccio; Church, Elizabeth (NIH/NIAID) [E]; Teyhen, Deydre (HHS/IOS); 
Erhardt, William (HHS/IOS); Melencio, Cheryl (FNIH) (T]; Parker, Ashley (NIH/OD) [E]; Jabarkhail, Mina; Harrigan, 
Rachel (HHS/IOS); Nasr, Hana 


Dear ACTIV-2/3 TOC Members, 


Please find 


Thanks , 
stacey 


Join Zoom Meeting 
https: //fnih.zoom. us; 


Meeting ID 
Passcodi 


Dial by your location 
H 


(Spe 


Meeting ID 
Passcode: 


Find your Tocal number: https://fnih. zoom. u 


attached the slides for today's meeting, 


4 


us (Chicago) 
iS (New York) 


(Chicago) 

(New York) 
(Washington D.C) 
(Tacoma) 
(Houston) 

(san Jose) 

(San Jose) 
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Sent: 8/12/2020 8:30:47 PM 


To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: RE: CLOSE HOLD: Update on Various Rollout Timing 

Hi Renate, 


Thanks for the updates — slide 6 C3PO and JHU have bbe 


"y, David (FNIH) [T] 


L } Parker, Ashley (NIH/OD) [E]; 
Wood, Gretchen 


Cc: Burklow, John (NIH/OD) [E] 
Wojtowicz, Emma (NIH/OD) [ 
Schwetz, Tara (NIH/OD) [I olinetz, Carrie (NIH/OD) [E]{ 
Adrienne (NIH/OD) [E Higgins, Lauren (NIH/OD) [E 
Subject: CLOSE HOLD: Update on Various Rollout Timing 


ine, Amanda (NIH/OD) [E] 
_}>; Seigfreid, Kim (NIH/OD) 


Hi all: 
| wanted to update you on the timing of our various rollouts. 
AstraZeneca Phase 3 Vaccine: 


The AstraZeneca announcement for Friday is off. We discussed with NIAID and below are the current plans, although we 
expect to speak with AZ communication folks today or tomorrow. | will update you if this changes. 


1) If AZ trial starts next week, NIH/NIAID will just issue a press release since Francis is out and Tony may be out the 
latter part of next week. We would then schedule a telebriefing for the following week as an update on vaccine 
trials. 

2) If AZ trial starts the week of August 24, we will hold a media telebriefing with video in connection with the launch 
(which also is an opportunity to provide a general update on vaccine trials). 


ACTIV-4: 


| checked the below times with NHLBI and they said it works for Gary Gibbons. There is an ICD call scheduled that day, 
which is why we would start at 10:00 a.m. rather than 9:30 a.m. Let me know if this time works and we'll lock it in. 


Thursday, August 27 


10:00-10:30 a.m.: Pre-call 
10:30-11:30 a.m.: Telebriefing 
12:00-12:30 p.m.: Social Media Event 


NCATS Convalescent Plasma Clinical Trials: 

Next couple of weeks: 

OWS providing $55 million in funding for NCATS Administrative Supplements to NYU/Einstein and Vanderbilt to 
supplement existing trials to limit COVID-19 complications in hospitalized patients. Not currently part of ACTIV; not sure if 


that will change. NCATS thinks the administrative supplements will be awarded in the next couple of weeks. See attached 
slides. 


APAROO00016631 


We recommended that NCATS do a news release to explain the purpose of the trials and the additional funding, but we 
are not recommending a telebriefing. 


ACTIVA: 
Early to mid-September: 


NCATS said companies do not appear to have a strong interest in participating in our rollout, so it would likely just be 
NIH/FNIH. 


I'll keep you posted as things solidify. 


Thanks, 
Renate 


APAR0O000016631 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp}; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ecinisthe/ Eni Sosoe (a TaRA Le Rac eto naa earawbelleya): Rodriguez, Robin D 

; Jonson, Samantha (NIH/NCATS) [E] 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg); Parker, Ashley (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

cc: Florence, Clint (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc] 


Subject: ACTIV Preclinical - Data Portal Implementation 
Location: https://deloitte.zoom.us; 

Start: 5/21/2020 1:00:00 PM 

End: 5/21/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: (none) 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 


Dial: 


APAROO00016636 


Meeting 1D: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO00016636 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 7/31/2020 2:45: 

To: Young, John “t Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group T)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Hewitt, Judith 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-j 
£ “73 Diamond, Michael [7 "5 Mason, Stephe! 
Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Baric, Toni C 

j Parker, Ashley (NIH/OD) (E] [/o=ExchangeLabs/ou=Exchange Administrative 

cipients/cn=306b2244466 140faa9Saaaafe06ebd70-parkeras] 


Baric, 


Group (FYDIBOHF23SPDLT)/c! 


Subject: ACTIV Preclinical - Network of BSL 3 / 4 sites 
Location: https://deloitte.zoom.u$ 
Start: 6/9/2020 3:00:00 PM 

End: 6/9/2020 4:00:00 PM 
Show Time As: Tentative 


Recurrence: (none) 


Password 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 
Password: 


International numbers 


APARO000016638 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000016638 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Sent: 2/26/2021 7:21:43 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: Automatic reply: ACTIV Pre-call 


ifternoon and will have no access to emails. If you need assistance, 
| I'll reply as soon as | am back online. 


Good afternoon, | will be out of thi 
please contact Deanna Garner at 


APARO000016646 


From: Hawk, Harrison [hhawk@deloitte.com] 
Sent: 2573 
To: Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Young, John 

« Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 

Nancy Haigwood 


Group (FYDIBOHF23SPDLT)/c! 


(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0aS30e4ba6cebS-haigwoon.oh]; 
USARMY MEDCOM USAMRIID (USA) [ 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF235PDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EVOIBOHEZSSEDLT en Reriplents/ ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 

| Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
FVOTRGAESISP Dn fone Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
xchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; 


(J hangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm] 


Charette, Marc 


cc: 


Subject: ACTIV Preclinical - Long Hauler Discussion 
Location: https://deloitte.zoom.| 


Start: 3/26/2021 3:00:00 PM 
End: 3/26/2021 4:00:00 PM 
Show Time As: Tentative 


Recurrence: (none) 


Hi all, 
Rescheduling this series due to a conflict with another recurring meeting for many of our attendees. 


Best, 
Harrison 


APARO000016673 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000016673 


From: Hawk, Harrison [hhawk @deloitte.com] 
Sent: 2/25/2021 2:57:45 PM 
To: Young, John Sone ds ar 66 *i> = “}Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp); Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/c! i b7e84cce098457896b2df19fa172c87-ccolvis}; 
~}; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh| 
USARMY MEDCOM USAMRIID (USA) } Charette, Marc (NIH/NHLBI) [E} 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac 15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860be42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 14 0faa95aaaafeO6ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; 
Fessel, Josh (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; 
i 


ce: Lumsden, Joanne (NIH/NCATS) [C] [, xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm] 


Subject: ACTIV Preclinical - Long Hauler Discussion 
Location: https://deloitte.zoom.ug, 

Start: 2/26/2021 4:00:00 PM 

End: 2/26/2021 5:00:00 PM 


Show Time As: Tentative 


Recurrence: — (none) 


*Updating title to reflect new focus on long-term sequelae of COVID-19* 
Hiall, 
Rescheduling this series due to a conflict with another recurring meeting for many of our attendees. 


Best, 
Harrison 


APAROO00016677 


Join Meeting 


Password: 


Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte,com/about to learn more. 


v.E.I 


APAROO00016677 


Sent: 7/22/2020 12:16:50 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

Subject: RE: ACTIV Daily Update July 22 

Attachments: Summary of NIH Convalescent Plasma Trials 062420_233PM.xisx 


Sent: Wednesday, July 22, 20: 
To: Wholley, David (FNIH) [T] 


Collins, Francis (NIH/OD) [E] 
reire, Maria (FNIH) [T] 4 


Tabak, 
ane, Cliff (NIH/NIAID) 
, James (NIH/OD) [E] 


Vaccine distribution 


https://www.statnews.com/2020/07/22/confusion-spreads-over-system-to-determine-priority-access-to-covid-19- 


From: Menetski, Joseph (FNIH) [T] 
Sent: Wednesday, July 22, 2020 7:17 AM 
To: Wholley, David (FNIH) [T] 


Parker, Ashley (NIH/OD) (E] {_ 
; Au: i 
Cc: Wood, Gretchen (NIH/OD) [E] } Menetski, Joseph (FNIH) [T. 


Subject: ACTIV Daily Update July 22 


Slides for today’s war room call, Wednesday July 22. 


From: Wholley, David (FNIH) [T] 
Sent: Thursday, July 16, 2020 10:31 AM 
To: Collins, Francis (NIH/OD) [E] ¢ 


bak, Lawrence (NIH/OD) [E 


APARO000016704 


; Parker, Ashley (NIH/OD) 
ustin, Christopher 


}; Lane, Cliff (NIH/NIAID) [E] 
Anderson, James (NIH/OD) [! 


(E] 
(NIH/NCATS) [E 
Cc: Wood, Gretchen (NIH/OD) [E] 
Subject: ACTIV Daily Update 20200716.pptx 


Slides for today’s war room call, Thursday July 16. Joe Menetski will be joining us. 


APARO000016704 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/14/2020 4:22:48 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Simon, Dina (NIH/OD) 
(C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=acO05f976df484ed69022b8663cd448d3-carverkr] 


Subject: Daily ACTIV Calls 
Location: 

Start: 8/7/2020 12:00:00 PM 
End: 8/7/2020 12:30:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Friday from 8:00 AM to 8:30 AM 


Required Wholley, David; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; 
Attendees: Lane, Cliff (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E] 
Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Lagos, Enrique 


Attendees: (NIH/NCATS) [E]; Carver, Trea (NIH) (C] 


Extending through August 


APARO000016718 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/14/2020 4:20:13 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Simon, Dina (NIH/OD) [C] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1ac-simondm]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses] 


Subject: Daily ACTIV Calls 


Location: Dial-in: 
Start: 8/6/2020 6:30:00 PM 
End: 8/6/2020 7:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Thursday from 2:30 PM to 3:00 PM 


Required Wholley, David; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Austin, 
Attendees: Christopher (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E] 
Optional McManus, Ayanna (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Carver, Trea (NIH) [C]; 


Attendees: Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E] 


Extending through August 


Dr. Tabak as Leader: 


APARO000016719 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/14/2020 4:17:51 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1ac-simondm]; Wood, Gretchen (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses| 


Subject: Daily ACTIV Calls 
Location: 

Start: 8/5/2020 12:00:00 PM 
End: 8/5/2020 12:30:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Wednesday from 8:00 AM to 8:30 AM 


Required Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; 
Attendees: Austin, Christopher (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E] 
Optional Simon, Dina (NIH/OD) [C]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Carver, Trea (NIH) [C]; 


Attendees: Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E] 


Extending through August 


Passcode: 


Dr. Tabak as Leader: 


APARO0000016728 


Sent: 7/10/2020 12:35:22 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]} 

Subject: FW: Clinical/Preclinical therapy information request form 


Would it be useful to include additional language in the auto reply that says “We have received your submission and will 
contact you once a decision is 


From: Pan Zheng: 
Sent: Friday, July 10, 2020 8:19 AM 
To: Wholley, David (FNIH) [T] 
(NIH/OD) [E 
Cc: Menetski, 
Subject: Re: Clinical/Preclinical therapy information request form 


; Adam, Stacey (FNIH) [T] Parker, Ashley 


Dear David, 


Any decision on including CD24Fc in second round consideration? I remembered the team will make decision 
this week. 


Thanks, 


Pan 


From: Wholley, David (FNIH) [T] | 
Sent: Tuesday, June 30, 2020 8:07 PM 
To: Pan Zheng: 


Cc: Menetski, 
Subject: RE: Clinical/Preclinical therapy information request form 


Thanks, Pan. Actually our prioritization team, which consists of top ID scientists from industry, the public 
sector, and academia does look at all the data. They are currently prioritizing agents for potential future 
inclusion into specific master protocols that ACTIV would implement. However, so there is no avoidance of 
doubt, | do want to make sure you know we are not funding individual trials run by other sponsors. So if 
Oncoimmune is looking for money from us to run their own trial, you are likely wasting your time. And | know 
your time is very valuable. If you want to withdraw consideration of your agent from ACTIV, please let me 
know. Otherwise we will include it with the other agents we are prioritizing—many of whose sponsors, | must 
say, have data that they too insist is very compelling. 


Regards, 
David 


APARO0000016729 


From: Pan Zhen; 
Sent: Tuesday, Jun ), 
To: Wholley, David (FNIH) [T] £ 
Ashley (NIH/OD) [E] 
Cc: Menetski, Joseph (FNIH) [T] ¢. b6 y 

Subject: Re: Clinical/Preclinical therapy information request form 


; Adam, Stacey (FNIH) [T] 


Dear David and Stacey, 


I understand that you may receive thousand of requests. You may not have time to read all. I actually cc'ed 
Stacey with the ACTIV survey PDF file when I sent emails to Dr. Kiley at NHLBI a week ago. 


I just want to emphasize the most important data here. The goal of ACTIV or any NIH, FNIH coordinated 
activities is to find the cure quickly. The goal is not to test early stage products to fish out the effective 
treatment. 


As of June 9, this Phase III study reached the 70th subject. As of June 26, all 70 patients passed 14 days or 
more in follow up. 


The mortality is the most important safety test. Here we report that there are 3 patients passed away within 
14 days after randomization. This gave the 14 day mortality as 4.3%. When we compare this number with all 


the known mortality rates for severe and critical COVID-19, this appears to be a very strong indicator that our 
clinical trial may indeed save lives. 


Hope this could help the decision making. 


Best, 
Pan 
Pan Zheng, MD, PhD 


Chief Medical Officer 


APARO0000016729 


OncoImmune, Inc. 


PO Box 83430 
Gaithersburg, MD 20883-3430 


From: Wholley, David (FNIH) [T. 
Sent: Monday, June 29, 20209 
To: Pan Zheng 
(FNIH) [T] 
Cc: Adam, Stacey (FNIH) [T] ¢ 
Subject: RE: Clinical/Preclinical therapy information request form 


Liu, Paul (NIH/NHGRI) [E] ¢ Adam, Stacey 


>; Menetski, Joseph (FNIH) [T] 4 


Thanks Pan. Then you are in the process already. 


From: Pan Zheng ¢_ 
Sent: Monday, June 29, 2020 7:59 PM 
To: Liu, Paul (NIH/NHGRI) [E] 
Stacey (FNIH) [T] 
Subject: Fw: Clinical/Preclinical therapy information request form 


Wholley, David (FNIH) [T] ¢ 


Dear David, 

We submitted the survey on June 9. 
Thanks, 

Pan 


Sent: Tuesday, June 9, 2020 10:32 AM 


To: Pan Zheng{ 
Subject: Clinical/Preclinical therapy information request form 


Pan, 


Thank you for completing the ACTIV COVID-19 Clinical & Preclinical Candidate Compound Portal survey. This email 
serves as a confirmation that we have received your completed survey. 


Thank You 


APARO0000016729 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/14/2020 4:15:53 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1ac-simondm]; Wood, Gretchen (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses| 


Subject: Daily ACTIV Calls 
Location: 

Start: 8/5/2020 12:00:00 PM 
End: 8/5/2020 12:30:00 PM 


Show Time As: Tentative 


Required Wholley, David; Collins, Francis (NIH/OD) (E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Austin, 
Attendees: Christopher (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E] 
Optional Simon, Dina (NIH/OD) [C]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Carver, Trea (NIH) [C]; 


Attendees: Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E] 


Extending through August 


APARO0000016730 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/14/2020 4:13:08 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1ac-simondm]; Wood, Gretchen (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d 1eb3c3ed 1 fd96-sepulvedade] 


Subject: Daily ACTIV Calls 

Location: }Passcode: 
Start: 8/4/2020 12:00:00 PM 

End: 8/4/2020 12:30:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday from 8:00 AM to 8:30 AM 


Required Wholley, David; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Austin, 
Attendees: Christopher (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E] 
Optional Simon, Dina (NIH/OD) [C]; Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Carver, Trea (NIH) [C]; 


Attendees: Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, Dorina (FNIH) [T] 
Scheduling through August 


Dialin: f 
Passcode: } 


Dr. Tabak as Leader: 


APARO000016731 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 6/30/2020 2:24:00 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: Available for A Quick Call 


Hi Ashley, yes | can talk. 


From: Parker, Ashley (NIH/OD) [E]! 
Sent: Tuesday, June 30, 2020 10:12 AM 
To: Menetski, Joseph (FNIH) [T] 
Subject: Available for A Quick Call 


Hi Joe, 
It seems you are available until 10:30am — do you have minute for a quick call? 


Thanks, 
Ashley 


Ashley Parker, Ph.D. 

Special Assistant to the NIH Director for Accelerating COVID-19 Therapeutic Interventions and Vaccines 
(ACTIV) 

Office of the Director | National Institutes of Health 


APARO000016747 


Sent: 7/20/2020 2:58:59 PM 


To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
cc: George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 
Subject: RE: Time Sensitive: Dr. Collins' Hever Meeting July 24 


Sorry, our emails got crossed. Companies listed on slide 6 know their status as indicated in the 


From: Adam, Stacey (FNIH) [T] 4 
Sent: Monday, July 20, 2020 10: 
To: Parker, Ashley (NIH/OD) [E] 
Cc: George, Jill (NIH/OD) [E] 
Subject: RE: Time Sensitive: Dr. ( 


‘ollins" Hever Meeting July 24 
Hi Ashley, 


| thinking about this further. Would FC be okay with just using slide 6 and not using slide 5? That way none of the 
internal review pieces are an issue? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 

Res search| Partnerships 
Direct: fe __b6- | 


From: Adam, Stacey (FNIH) [T] 
Sent: Monday, July 20, 2020 10:39 AM 


To: Parker, Ashley (NIH/OD) [E] <_ é; 
Cc: George, Jill (NIH/OD) [E] 
Subject: RE: Time Sensitive: Dr. Collins’ Hever raat July 24 


Hi Ashley, 


| have updated the slides for 5-6 to the most current versions of those slides in the attached. | think these slides should 
be okay to share if we think they will not be distributed too broadly. 

| do have some apprehensions for the neutralizing Ab slide, as many of the companies being evaluated are at HEVER and 
some are not yet aware of their status. Do you think this is a particular sensitivity to avoid? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


| Mobile: 


APARO000016748 


From: Parker, Ashley (NIH/OD) [E] i” 
Sent: Monday, July 20, 2020 9:49 AM 
To: Adam, Stacey (FNIH) [T] 
Cc: George, Jill (NIH/OD) [E]} 
Subject: Time Sensitive: Dr. Collins" Hever Meeting. “uly 24 


Hi Stacey, 


Francis is scheduled to give an ACTIV update to the Hever group this Friday 7/24. Attached are slides he would like to 
present but he asked that | check with you to confirm if it’s OK to share slides 5 and 6 with this group and if there is 
confidential information that should not be shown to Hever. 


Pre-reads are due today — please let me know if slides 5-6 are OK to share or if you have edits. For your reference, I've 
included the slides we shared with this group for the June update. 


Hi Jill — for ease of doing things quickly, | am cc’ing you in case you have any minor visual edits. 


Thanks, 
Ashley 


Ashley Parker, Ph.D. 

Special Assistant to the NIH Director for Accelerating COVID-19 Therapeutic Interventions and Vaccines 
(ACTIV) 

Office of the Director | National Institutes of Health 


pal institutes of Meal 


APAROO00016748 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 7/21/2020 7:19:30 PM 

To: Hardesty, Rebecca (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tajalli, Ada (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fd4747b0d954e27855c241b28562547-tajallian] 


Subject: ACTIV Leadership Team Call #7 

Location: https://fnih.zoom.us} aia 
Start: 8/26/2020 7:00:00 PM 

End: 8/26/2020 8:30:00 PM 


Show Time As: Tentative 


Required Austin, Christopher (NIH/NCATS) [E]; Bancel, Stephane; Carter, Kara; Cavaleri, Marco; Cihlar, Tomas; Collins, Francis 

Attendees: (NIH/OD) [E]; Corey, Larry; Culp, Michelle (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Erbelding, 
Emily (NIH/NIAID) [E]; Erck, Stan; Fauci, Anthony (NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Gibbons, Gary 
(NIH/NHLBI) [E]; Hudson, Thomas; James, Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; 
Lane, Cliff (NIH/NIAID) [E]; Lepore, John; Marks, Peter (FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; 
Meeker, David; Menetski, Joseph (FNIH) [T]; Messonnier, Nancy (CDC/DDID/NCIRD/OD); Pandya, Hitesh; Pangalos, 
Mene; Pao, William; Parker, Ashley (NIH/OD) [E]; Paul, Steve; Perlmutter, Roger; Plenge, Robert; Plump, Andy; 
Ramoni, Rachel; Rasi, Guido; Reed, John; Reese, David; Rouse, Doris; Santos, Michael (FNIH) [T]; Skovronsky, Daniel; 
Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [(E]; Talley, Michael; Tsai, John; Vessey, Rupert; 
Virgin, Skip; Wholley, David (FNIH) [T]; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E] 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; Stratton, 

Attendees: Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Anderson, James (NIH/OD) [E]; Burklow, John 
(NIH/OD) [E]; Castillejos, Carlos; FNIH Central Account; Hallett, Adrienne (NIH/OD) (E]; Myles, Renate (NIH/OD) [E]; 
Wolinetz, Carrie (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) 
[E]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Gorman, Greta (FNIH) 
[T]; Meltzer, Abbey (FNIH) [T]; Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica; Austin, Sarah 
(NIH/NIAID) [E]; Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne 
(NIH/NHLBI) [C]; Edl, Susan; Giorgi, Sara; Hoban, Michelle; Hoffstetter, Renata (FNIH) [T]; lberdemaj, Vaide; Lever, 
Susan; McManus, Ayanna (NIH/OD) [E]; Minnich, Beth; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Riggin, Mary; 
Ripley, Nadege; Suhana, Tina (NIH/VRC) [E]; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E] 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih.zoom.us; 


Meeting ID. 
Passcode: 


'US (Germantown) 
Us (Chicago) 


Dial by 
(Germantown) 
(Chicago) 
(New York) 
(san Jose) 
(San Jose) 
(Tacoma) 
(Houston) 
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Meeting ID: 
Passcode: i. 
Find your local number 


switzerland 
switzerland 
switzerland 
switzerland 
switzerland 
switzerland 


United 
United 
United 
United 
United 
United 
United 


Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 7/21/2020 7:13:57 PM 

To: Hardesty, Rebecca (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tajalli, Ada (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fd4747b0d954e27855c241b28562547-tajallian] 


Subject: ACTIV EC & Working Group Co-Chair Meeting _ 
Location: https://fnih.zoom. 

Start: 8/14/2020 7:30:00 PM 

End: 8/14/2020 9:00:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 

Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Anderson, James (NIH/OD) [E]; Austin, Christopher 
(NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Castillejos, Carlos; Culp, Michelle (NIH/OD) [E]; FNIH Central Account; 
Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) [E]; 
Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) [E]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, 
Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Gorman, Greta (FNIH) [T]; Meltzer, Abbey (FNIH) [T]; Barasch, Kimberly 
(NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) 
[E]; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; 
Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting ___.. 
https: //fnih. zoom. ug 


Meeting ID 
Passcode 


Us (Germantown) 
dus (chicago) 


Dial by your location 
i (Germantown) 

i (Chicago) 
| (New York) 
(San Jose) 
(san Jose) 

(Tacoma) 
(Houston) 
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“Eanada 

tanada 

France 

France 

France 

France 

France 

Dapan 

Dapan 

Sapan 

i Italy 

23 Italy 

iItaly 
switzerland 

| Switzerland 
switzerland 

i Switzerland 
switzerland 
switzerland 
United Kingdom 
i United Kingdom 
United Kingdom 
| United Kingdom 
| United Kingdom 
; United Kingdom 
United Kingdom 


Passcode: [be 7 arg 
Find your TocaT number: https://fnih.zoom.us 
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Sent: 7/1/2020 1:25:06 PM 


To: Elsaid, Olivia [oelsaid@deloitte.com] 
Subject: RE: FW: Correction to ACTIV Leadership Meeting Slide 2 
Thanks!! 


From: Elsaid, Olivia <oelsaid@deloitte.com> 
Sent: Wednesday, July 1, 2020 9:15 AM 

To: Gonzal i i 2@ deloitte.com>; Parker, Ashley (NIH/OD) [E] 4 
(FNIH) [7] { . 
Cc: Melencio, Cheryl (FNIH) 3 
Subject: RE: FW: Correction to ACTIV Leadership Meeting Slide 2 


bh Wholley, David 


Hi Ashley, 


Please find attached the updated full set of slides. I’ve also attached an extract of the Attendee and Agenda slide to 
share with Dr. Collins. Please let us know if you see any additional modifications that should be made and thank you for 
your help! 


Best, 
Olivia 


Olivia Elsaid 
Deloitte Consul 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 
Sent: Wednesday, July 1, 2020 8:41 AM 


To: Parker, Ashley (NIH/OD) [E] { }; Elsaid, Olivia 
<oelsaid@deloitte.com> 
Cc: Melencio, Cheryl (FNIH) [T] § 


Subject: Re: FW: Correction to ACTIV Leadership Meeting Slide 2 


Hi Ashley, 
Certainly, and yes we saw that edit. Olivia was doing some last minute edits so | will ask her to send to you ASAP. 
Thanks, 


Nina 


From: Parker, Ashley (NIH/OD) [E]} 
Sent: Wednesday, July 1, 2020 8:35:43 AM 


ee 


To: Gonzalez, Nina <ningonzalez@deloitte.com>; Wholley, David (FNIH) [T] 


Elsaid, Olivia 


<oel: 


Subject: [EXT] RE: FW: Correction to ACTIV Leadership Meeting Slide 2 


Hi Nina, 
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Can | please have a copy of the revised version? We usually share the logo slide and agenda for Dr. Collins’ meetings 
with the Secretary. 


Hopefully you saw the note to switch William Lee for Thomas Cihlar for Gilead. 


Thanks so much, 
Ashley 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 
Sent: Wednesday, July 1, 202 
To: Wholley, David (FNIH) [Tf 


“t; Parker, Ashley (NIH/OD) [E 


Cc: Melencio, Cheryl (FNIH) [T] # 
Subject: RE: FW: Correction to A‘ eadership Meeting Slide 2 
Hi David, 


Yes we will bake that into our process and provide the meeting slide to Ashley the day prior to review. Also, we'll keep a 
master version to go back to if needed. 


Thanks, 
Nina 


From: Wholley, David (FNIH) [T] ¢ 
Sent: Tuesday, June 30, 2020 1 
To: Parker, Ashley (NIH/OD) [E]/ Elsaid, Olivia <oelsaid@deloitte.com> 
Cc: Melencio, Cheryl (FNIH) [T] { Sonzalez, Nina <ningonz: deloitte.com> 
Subject: [EXT] RE: FW: Correction to ACTIV Leadership Meeting Slide 2 


We seem to be having serial problems with version control and appropriate assignment of partners to the right 
categories on the attendee slide. Can | ask that we submit the attendee slide to Ashley Parker a day before each 
Executive Committee and Leadership Team meeting in future so we have this right, and that we keep a library slide with 
the correct information that can be sourced for all presentations? Thank you. David 


From: Parker, Ashley (NIH/OD) [E] ¢ 
Sent: Tuesday, June 30, 2020 10:56 PM 

To: oelsaid <oeisaid@deloitte.com>; Wholley, David (FNIH) [T] <_ 
Cc: Melencio, Cheryl (FNIH) Gonzalez, Nina <ningonzalez@deloitte.com> 
Subject: RE: FW: Correction to ACTIV Leadership Meeting Slide 2 


Fred Hutch and RTI are not industry — these should be non-profit, right? 


From: Elsaid, Olivia <oelsaid@deloitte.com> 


Sent: Tuesday, June 30, 2020 8:02 PM 


; Gonzalez, 
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That looks like it was an old version of the slide. Cheryl confirmed with us so we moved Steve Paul to FNIH and added 
Amgen, gsk, and Evotec. Let us know if anything else looks missing to you and we can update - the latest version is in the 
attached. 


Best, 
Olivia 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 

Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/21/2020 6:06:42 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Chen, Helen 
iqingchen@deloitte.com]; Elsaid, Olivia [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Menetski, Joseph (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Stratton, Ben 
bstratton@deloitte.com)]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
jwachtel @deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras); Gadbois, Ellen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edecS66c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus)]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac9Sb1f6e4514a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1lac-simondm] 


rey 


Subject: ACTIV Leadership Team Pre-call 
Location: see webex below 

Start: 8/24/2020 4:00:00 PM 

End: 8/24/2020 4:30:00 PM 


Show Time As: Tentative 


Required Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence 
(NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E] 

Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 

Attendees: (NIH/OD) [C] 
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If you are a host, click here to view host information. sox" 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 6/26/2020 1:03:03 PM 

To: Hardesty, Rebecca (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tajalli, Ada (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fd4747b0d954e27855c241b28562547-tajallian] 


Subject: ACTIV Leadership Call #6 
Location: https://fnih.zoom.us. 
Start: 7/29/2020 6:30:00 PM 
End: 7/29/2020 8:00:00 PM 


Show Time As: Tentative 


Required Austin, Christopher (NIH/NCATS) [E]; Carter, Kara; Cavaleri, Marco; Cihlar, Tomas; Collins, Francis (NIH/OD) [E]; 

Attendees: Corey, Larry; Culp, Michelle (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Erbelding, Emily 
(NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Hudson, 
Thomas; James, Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; 
Lee, William; Lepore, John; Marks, Peter (FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; 
Menetski, Joseph (FNIH) [T]; Messonnier, Nancy (CDC/DDID/NCIRD/OD); Pangalos, Mene; Pao, William; Parker, 
Ashley (NIH/OD) [E]; Paul, Steve; Perlmutter, Roger; Plenge, Robert; Plump, Andy; Ramoni, Rachel; Rasi, Guido; 
Reed, John; Reese, David; Rouse, Doris; Santos, Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); 
Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Talley, Michael; Tsai, John; Vessey, Rupert; Virgin, Skip; Wholley, David 
(FNIH) [T]; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) (E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Anderson, 
James (NIH/OD) [E]; Burklow, John (NIH/OD) [E]; Castillejos, Carlos; Hallett, Adrienne (NIH/OD) [E]; Myles, Renate 
(NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E] 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; Stratton, 

Attendees: Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; 
Zottoli, Jessica; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) [E]; Lagos, 
Enrique (NIH/NCATS) [E]; Sepulveda, Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Austin, Sarah (NIH/NIAID) [E]; 
Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; Edl, Susan; 
Giorgi, Sara; Hoban, Michelle; Hoffstetter, Renata (FNIH) [T]; Iberdemaj, Vaide; McManus, Ayanna (NIH/OD) [E]; 
Minnich, Beth; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Suhana, Tina (NIH/VRC) [E]; Thomas, Ashley 
(FDA/CDER); Wood, Gretchen (NIH/OD) [E] 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom. u: 


“JUS (Germantown) 
_}US (Chicago) 


Dial by your location _ 


(Germantown) 
(chicago) 
(New York) 
(San Jose) 
(San Jose) 
(Tacoma) 
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Belgium 
belgium 
Belgium 
iCanada 
icanada 
iCanada 
Canada 
iCanada 
i France 
{France 
{France 
iFrance 
iFrance 
iJapan 

{Japan 

Japan 

i Italy 


Italy 


United 
United 
United 
United 
United 
United 


23 Italy 


switzerland 
switzerland 
switzerland 
switzerland 
switzerland 


Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
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From: 
Sent: 
To: 


cc: 


Subject: 


ashley.parker@nih.gov [ashley.parker@nih.gov] 

6/30/2020 1:17:40 AM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Gorman, Greta (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Adam, Stacey (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Brodd, Lauren (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm] 

Re: Moderna and Novavax 


To complicate things a bit or at least come to a decision — Dr. Collins has a Senate appropriations hearing on Thursday 
and we have the number of industry partners for ACTIV written in his oral testimony. We currently state there are 18 
industry partners — do we want to include Moderna and Novavax and day there are 20? 


We will leave as 18 until a decision is made. 


Thank you, 


Ashley 


On Jun 29, 2020, at 6:17 PM, Parker, Ashley (NIH/OD) [E] 


On Jun 29, 2020, at 5:32 PM, Santos, Michael (FNIH) [T] 


Great points. The latter would be the easiest solution but defer to David’s preference on adding to the 
leadership team — | don’t think this was preferred previously. Any non-profits not on the leadership 
team would also need to be removed. 


If we move forward with listing “all partners”, yes we would need to update the sites and include 
academics as well. 


Thank you, 


That approach is fine with me, though if we go that route do you plan to add the 
affiliations of other Working Group members under the “Non-profit” heading? E.g., in 
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the Vaccines WG, we have some other organizations (e.g., Stanford, U of Washington, 
UCSF, Duke, Baylor, Penn) represented that do not have Leadership Team members. 


Alternatively, if we want to either leave things as-is or invite additional companies to the 
Leadership Team, | think those would also be reasonable solutions. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science 


Foundation for the National institutes of Health 


From: Wholley, David (FNIH) [T] 
Sent: Monday, June 29, 2020 5:22 PM 
To: Parker, Ashley (NIH/OD) [E] 


+; Melencio, Cheryl (FNIH) [T] 


H) 7} 
$ Santos, Michael (FNIH) [T] 


Tountas, Karen (FNIH) [T] 
Subject: RE: Moderna and 


| don’t see an issue doing that but am asking my team in case there are any red flags | do 
not see. 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Monday, June 29, 2020 5:20 
holley, David (FNIH) [T] 


Melencio, Cheryl (FNIH) [T] 


Subject: Moderna and Novavax 
Hi David and Cheryl, 


| understand that Moderna and Novavax have members on the vaccines working group 
but are not members of the leadership team. Given we list all companies who represent 
the working groups on the NIH ACTIV https://www.nih.gov/research-training/medical- 
research-initiatives/activ#organizations and FNIH website https://fnih.org/what-we- 
programs/activ-partnership, | wanted to confirm that we should add their company 
names? 


If this is OK —| will also suggest to our team and FNIH we change the current headings as 
“leadership organizations” to something like “ACTIV Partners”? Others who are not 
leadership i.e. BMGF are listed under this umbrella and | understand we want to be 
clear to note the difference. 


Thank you, 
Ashley 


APARO000016781 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 7/22/2020 3:37:35 PM 

To: Hardesty, Rebecca (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tajalli, Ada (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fd4747b0d954e27855c241b28562547-tajallian] 


Subject: ACTIV EC & Working Group Co-Chair Meeting 
Location: https://fnih.zoom.us; 

Start: 8/14/2020 4:00:00 PM 

End: 8/14/2020 5:30:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 

Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Anderson, James (NIH/OD) [E]; Austin, Christopher 
(NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Castillejos, Carlos; Culp, Michelle (NIH/OD) [E]; FNIH Central Account; 
Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) (E]; Myles, Renate (NIH/OD) [E]; 
Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) [E]; Lagos, Enrique (NIH/NCATS) (E]; Sepulveda, 
Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Gorman, Greta (FNIH) [T]; Meltzer, Abbey (FNIH) [T]; Barasch, Kimberly 
(NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) 
[E]; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; 
Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom. u 


Meeting ID: 
Passcodi 


Us (Germantown) 
_}us (chicago) 


Dial by 
(Germantown) 
(Chicago) 
(New York) 
(San Jose) 
(san Jose) 

i (Tacoma) 

ius (Houston) 
igium 

jelgium 

jelgium 

jelgium 

jelgium 

jelgium 

Canada 

icanada 

icanada 

Canada 


APARO000016807 


switzerland 
switzerland 
switzerland 


iUnited Kingdom 
iUnited Kingdom 
;United Kingdom 
iUnited Kingdom 
jUnited Kingdom 
jUnited Kingdom 
United Kingdom 
Meeting ID 
Passcode: {| 
Find your Ti 


APARO000016807 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 7/2/2020 1:40:47 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Chen, Helen 
iqingchen@deloitte.com]; oelsaid [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Stratton, Ben 
bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
jwachtel @deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras] 
cc: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Simon, Dina (NIH/OD) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm] 


Subject: Pre-Call: ACTIV EC & WG Chairs Meeting 
Location: see webex below 

Start: 7/14/2020 5:45:00 PM 

End: 7/14/2020 6:15:00 PM 


Show Time As: Tentative 


Required Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence 
(NIH/OD) [E]; Parker, Ashley (NIH/OD) [E] 

Optional McManus, Ayanna (NIH/OD) [E]; Wood, Gretchen (NIH/OD) [E]; Simon, Dina (NIH/OD) [C] 

Attendees: 


leeting password 


APARO000016816 


jand enter your meeting number. 


ittendees only) 


APARO000016816 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 6/23/2020 3:42:18 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e45 14a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]; Lagos, Enrique 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d 1eb3c3ed1fd96-sepulvedade]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac0Sf976df484ed69022b8663cd448d3-carverkr] 


Subject: Daily ACTIV Calls 
Location: Dial-in: 

Start: 6/26/2020 8:30:00 PM 
End: 6/26/2020 9:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Friday from 8:00 AM to 8:30 AM 
Required Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; 
Attendees: Freire, Maria (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Anderson, James 
(NIH/OD) [E] 
Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [€]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 
Attendees: (NIH/OD) [C]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, Dorina (FNIH) [T]; Carver, Trea (NIH) [C] 


Due to unavoidable conflict, rescheduling Friday’s call to 4:30 p.m. 


Passcode: 


Dr. Tabak as Leader: 


APARO000016824 


APARO000016824 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 2/19/2021 7:06:53 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Patterson, Amy (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Rutter, Joni (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c35eadb062-jrutter] 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e45 14a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]); Sepulveda, Dorina (FNIH) 
T} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed 1 fd96-sepulvedade]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Hughes, Karen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0e11e04daa2b44dea1a06ce7ab21cb1a-hugheskp]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd] 


ry 


Subject: Canceled: ACTIV Call "War Room" 
Location: Dial-i 

Start: 2/26/2021 1:00:00 PM 

End: 2/26/2021 1:30:00 PM 


Show Time As: Free 


Recurrence: Weekly 
every Friday from 8:00 AM to 8:30 AM 
Required Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; 
Attendees: Anderson, James (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Patterson, Amy (NIH/NHLBI) [E]; Rutter, Joni (NIH/NCATS) 
(3) 
Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 
Attendees: (NIH/OD) [C]; Sepulveda, Dorina (FNIH) [T]; Carver, Trea (NIH) [C]; Hughes, Karen (NIH/OD) [E]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] 


Due to conflict, this meeting is cancelled for Friday, February 26. 


APARO0000016830 


Dr. Tabak as Leader: [ 


APARO000016830 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 6/24/2020 3:31:12 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Freire, Maria (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c8341d84-freiremc]; Parker, Ashley (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e45 14a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]; Lagos, Enrique 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Carver, Trea (NIH) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac0Sf976df484ed69022b8663cd448d3-carverkr] 


Subject: Daily ACTIV Calls 
Location: Dial-i 

Start: 6/25/2020 2:00:00 PM 
End: 6/25/2020 2:30:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Thursday from 2:30 PM to 3:00 PM 
Required Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; 
Attendees: Austin, Christopher (NIH/NCATS) [E]; Freire, Maria (FNIH) [T]; Parker, Ashley (NIH/OD) [E]; Anderson, James 
(NIH/OD) [E] 
Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 
Attendees: (NIH/OD) [C]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, Dorina (FNIH) [T]; Carver, Trea (NIH) [C] 


Due to change in Dr. Collins schedule, this call has been rescheduled to 10-10:30 a.m. 


Passcode: 


Dr. Tabak as Leader: 


APARO000016835, 


APARO000016835 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 6/17/2020 7:58:21 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Chen, Helen 
iqingchen@deloitte.com]; Elsaid, Olivia [oelsaid@deloitte.com]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=S00 1af52dc4a427ea3d34fle072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Stratton, Ben 
bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
jwachtel @deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 
cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus)]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Simon, Dina (NIH/OD) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm] 


Subject: ACTIV Leadership Team #6 Pre-call 
Location: see webex below 

Start: 7/27/2020 8:00:00 PM 

End: 7/27/2020 8:30:00 PM 


Show Time As: Tentative 


Required Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Tabak, Lawrence 
(NIH/OD) [E]; Parker, Ashley (NIH/OD) [E] 

Optional Wood, Gretchen (NIH/OD) [E]; McManus, Ayanna (NIH/OD) [E]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina 

Attendees: (NIH/OD) [C] 
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ittendees only) 
Call-in toll number (US/Canada) 


Call-in toll number (US/Canada) 
numbers 


Join using Microsoft Lync or Microsoft Skype for Business 


Dialf. 


and enter your meeting number. 
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Sent: 6/24/2020 12:51:26 PM 


To: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 
Subject: FW: ACTIV Daily Update 20200624. pptx 


Good morning Michelle, 


Is 


From: Austin, Christopher (NIH/NCATS) (E] ! 
Sent: Wednesday, June 24, 2020 8:46 AM 
To: Parker, Ashley (NIH/OD) [E]: 
Cc: Jonson, Samantha (NIH/NCATS) [E]i. 
Subject: RE: ACTIV Daily Update 20200624.pptx 


Copying Sam re the call. 


And see my note to Michelle this morning about the databases — there should be no confusion. 


From: Parker, Ashley (NIH/OD) [E];" 
Sent: Wednesday, June 24, 2020 8:44 
To: Austin, Christopher (NIH/NCATS) [E] f 
Subject: RE: ACTIV Daily Update 20200624. pptx 


Is this the 10am call or a different time? | would like to join if possible — too many databases and I’m not certain that 
lve seen this one. 


Thanks! 
Ashley 


From: Austin, Christopher (NIH/NCATS) [E 
Sent: Wednesday, June 24, 2020 8:35 AM 
To: Wholley, David (FNIH) [T] 


Collins, Francis (NIH/OD) [E] 4 
Frei i 
Parker, Ashley (NIH/OD) [E 


Lane, Cliff (NIH/NIAID) 
nderson, James (NIH/OD) [E] 


Subject: RE: ACTIV Daily Update 20200624.pptx 


Just got confirmation that the “Kevin” on the call today with NCATS staff to discuss ACTIV access to the CT tracker is 
indeed Kevin Bugin. I'll let you know outcome. 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, June 24, 202 
To: Collins, Francis (NIH/OD) [E] {_ 
Austin, Christopher (NIH/NCAT! 
(NIH/NIAID) [E] 
(NIH/OD) [E] 
Cc: Wood, Gretchen (NIH/OD) [E] 
Subject: ACTIV Daily Update 20200624.pptx 


bak, Lawrence (NIH/OD) [E] 
reire, Maria (FNIH) [T] 
Parker, Ashley (NIH/OD) [E] 
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For this morning’s war room, Wednesday June 24. 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 6/17/2020 7:55:15 PM 

To: Hardesty, Rebecca (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tajalli, Ada (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fd4747b0d954e27855c241b28562547-tajallian] 


Subject: ACTIV Leadership Call #6 
Location: https://fnih.zoom.us; 
Start: 7/29/2020 6:30:00 PM 
End: 7/29/2020 8:00:00 PM 


Show Time As: Tentative 


Required Austin, Christopher (NIH/NCATS) [E]; Carter, Kara; Cavaleri, Marco; Cihlar, Tomas; Collins, Francis (NIH/OD) [E]; 

Attendees: Corey, Larry; Culp, Michelle (NIH/OD) (E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Erbelding, Emily 
(NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Hudson, 
Thomas; James, Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; 
Lee, William; Lepore, John; Marks, Peter (FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; 
Menetski, Joseph (FNIH) [T]; Messonnier, Nancy (CDC/DDID/NCIRD/OD); Pandya, Hitesh; Pangalos, Mene; Pao, 
William; Parker, Ashley (NIH/OD) [E]; Paul, Steve; Perlmutter, Roger; Plenge, Robert; Plump, Andy; Ramoni, Rachel; 
Rasi, Guido; Reed, John; Reese, David; Rouse, Doris; Santos, Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter 
(FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Talley, Michael; Tsai, John; Vessey, Rupert; Virgin, Skip; 
Wholley, David (FNIH) [T]; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, 
Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) 
(3) 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; Stratton, 

Attendees: Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Austin, Sarah (NIH/NIAID) [E]; Barasch, Kimberly 
(NIH/NIAID) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; Edl, Susan; Giorgi, Sara; Hoban, Michelle; Hoffstetter, Renata (FNIH) [T]; lberdemaj, Vaide; 
Lagos, Enrique (NIH/NCATS) [E]; McManus, Ayanna (NIH/OD) [E]; Minnich, Beth; Perala, Mie; Protasiewicz, Ann; 
Riccobene, Kim; Sepulveda, Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Suhana, Tina (NIH/VRC) [E]; Thomas, Ashley 
(FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Anderson, James (NIH/OD) [E]; Burklow, John (NIH/OD) [E]; Hallett, 
Adrienne (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Hardesty, Rebecca (NIH/OD) [C]; 
Gorman, Greta (FNIH) [T]; Meltzer, Abbey (FNIH) [T]; Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, 
Jessica 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih.zoom.us; 


US (Germantown) 
us (Chicago) 


(Germantown) 
(Chicago) 
(New York) 
(san Jose) 
(San Jose) 
(Tacoma) 
(Houston) 
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“Belgium 


3 Italy 
Italy 

switzer 
Switzer 
switzer 
switzer 
switzer 
United 
United 
United 
United 
United 
United 


$2 
i 


‘land 
land 
‘land 
Jand 
land 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
Kingdom 
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Sent: 6/23/2020 4:14:53 PM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: RE: Potential ACTIV Partnership 


’m discussing developing general responses for FAQ’s with Ellen this afternoon -- | think this would be useful. 


From: Wholley, David (FNIH) [T] f 
Sent: Tuesday, June 23, 2020 8: 2 
To: Parker, Ashley (NIH/OD) [ 
Subject: RE: Potential ACTIV Partnership 


No, let’s discuss this am 


From: Parker, Ashley (NIH/OD) [E] i 3 
Sent: Monday, June 22, 2020 9:55 PM 
To: Wholley, David (FNIH) [T]! 
Subject: FW: Potential ACTIV Partnership 
Importance: High 


Hi David, 


Please see below — Beigene is interested in becoming a partner with ACTIV. While we can certainly address their 
interest to submit 2 candidates for review — should we direct them your way regarding joining ACTIV? 


Thanks, 
Ashley 


From: COVID19 Reporting { 
Sent: Monday, June 22, 2020 8:20 PM 
To: Parker, Ashley (NIH/OD) [E] }_ 
Subject: FW: Potential ACTIV Partnership 
Importance: High 


And, we’re ona roll. I’m not sure how you handle these types of inquiries. Guidance would be appreciated! 


From: Bryce Davies 
Date: Sunday, June 21, 2020 at 1:07 AM 
To: COVID19 Reporting 
Subject: Potential ACTIV Partnership 


"Gorman, Greta (FNIH) [T]" 


Dear NIH and FNIH team, 


My name is Bryce Davies, | am a Senior Director with BeiGene, a biopharmaceutical company that has developed 
products in the oncology and heme-oncology space. We currently have two potential COVID-19 treatment candidates 
that we are wanting to bring to the global fight against the pandemic. | understand that there is a portal for submission 
of ideas and therapeutic candidates, but we would like to explore the possibility of becoming an industry partner with 
the ACTIV program. BeiGene has extensive experience in the development of new treatments and the operational, 
regulatory and scientific considerations involved. | strongly believe that, in addition to our potential treatments, we 
could provide valuable support and insight to this critically important initiative. 


APARO000016867 


1am more than happy to set up a call with our clinical development team to review our two candidates and provide 
further information on BeiGene. 


Regards 


Bryce Davies 
Senior Director, Clinical Operations 
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From: Young, John 


Sent: 8/23/2020 6:24:18 AM 

To: Florence, Clint (NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc] 

cc: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm. 
Charette, Marc (NIH/NHLBI) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); Gatto, Gregory 

jawk, Harrison [hhawk@deloitte.com]; Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
jroup (FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=5001af$2de4a427ea3d34f1e072f8cb7-menetskijp]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0a530e4ba6cebS-haigwoon.oh]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95: 

USARMY MEDCOM USAMRIID (USA) C 


< Rodriguez, Robin D 
z@deloitte.com 


Subject: Re: ACTIV Preclinical - In vivo Strategy 


Dear Clint 


Thanks for sharing. The results with the a 


cells are very promising. 


Best regards 
John 


On Sun, 23 Aug 2020 at 2:29 AM, Florence, Clint (NIH/NIAID) [E] ¢ 


All- 
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Thanks — 


Clint 
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From: rosalvarez(@deloitte.com 


When: 10:00 AM - 11:00 AM August 21, 2020 


Subject: ACTIV Preclinical - In vivo Strategy 


Location: https://deloitte.zoom.us 
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Password 


Phone one-tap: 


Join by Telephone 


Dial: 


Meeting 1D 
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Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or 
visual warning will be provided when you join a recorded meeting. A warning will also be provided if 
recording commences after you 


have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 
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This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution 


of this message, or the taking of any action based on it, by you is strictly prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about 


to learn more. 


v.E.1 
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From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 8/17/2020 3:57:27 AM 

To; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Young, John 

1 Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

lc cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 

Nancy Haigwood 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589440d84691ac0a530e4ba6cebS-haigwoon.oh) 
USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(PVOIBOHF23SPOLT//en= Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras); Hawk, Harrison 
hhawk@deloitte.com]; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingereal; Gatto, Gregory 


Subject: RE: ACTIV Preclinical - In vivo Strategy 

Attachments: 20200814_PRECLINICAL_In Vivo Strategy_v2.docx 

Hi all, 

Please see attached for the meeting notes from last week. Please let me know if you suggest any modifications. 


Regards, 
Rosa 


Rosa M. Alvarez 
Deloitte Consulting LLP 


-----Original Appointment---—- 
From: Alvarez, Rosa Maria 
Sent: Wednesday, June 3, 2020 5:53 PM 
To: Alvarez, Rosa Maria 
(E]; 
USARMY MEDCOM USAMRIID (USA); : } Hild, Sheri 
(NIH/OD) [E]; Florence, Clint (NIH/NIAID) fan Rodriguez, Robin Dj; arker, Ahigy (NIH/OD) 
[E]; Hawk, Harrison; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory 

Subject: ACTIV Preclinical - In vivo Strategy 

When: Friday, August 14, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://deloitte.zoom.u: ho am 
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Join Meeting 


Password: 


ee ee ee 


Phone one-tap: 


i 
' 
i 
i 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte,com/about to learn more. 


v.E.I 
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From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 8/17/2020 1:20:03 AM . ee 

To; Diamond, Michael + ___..__.p Young, John [ b6 =f Parker, Ashley (NIH/OD) [E] 
[/o= ExchangeLabs/ou= change AdministrativeGroup - ~~~” 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Hewitt, Judith 
(NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt); Gatto, Gregory 

= Baric, Ralph [/o=ExchangeLabs/ou=Exchange 

'90ee4ded5bc32-rbaric.emai); 


} Mason, Stephen 


Administrati 
Baric, Toni C 


Eakin, Ann (NIH/NIAID) [E] 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dafba298c194f9d9bc13c54feOcf29a-eakinae]; Read, Sarah (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); Hawk, Harrison 
hhawk@deloitte.com]; Tomas Cihlar [Tomas.Cihlar@gilead.com]; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
Florence, Clint (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/c Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Sumit Chanda 
Challberg, Mark (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘(GVOIBOHFZISPOLT)/en Recipients/cn=28a89f5b6a384b1a864e1ef36d058da7-mchallberg); Sciotti, Rick (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afc7c6959cb44a0aa7de77 1f2ebb487 1-sciottirj]; Adam, Stacey (FNIH) [T] 
lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067: 
[qingchen @deloitte.com]; Prabhavathi Fernandes { 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
Emmie (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=634c7f8074f64222aad020f2950269c1-dewite]; i 
Fessel, Josh (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp] 


imsj4); Chen, Helen Q. 


Subject: ACTIV Preclinical Networ 
Location: https://deloitte.zoom.us; 
Start: 8/18/2020 3:00:00 PM 
End: 8/18/2020 4:00:00 PM 


Show Time As: Tentative 


Recurrence; (none) 


APAROO00004767 


-----Re-sending this invite as some of you have mentioned that you don’t have it on your calendar---—--—-—-------— = 


Hi all, 


The objective of this meeting is to discuss the scoring for the 26 assigned preclinical agents. Also invited to this meeting 
is the team that put together the BSL 3 /4 network to support the discussion around next steps for these preclinical 
agents. 


Look forward to the discussion on Tuesday 11am. If this time does not work for you, please let me know alternative time 
slots for 8/18 and 8/19. | will try my best to accommodate everyone's schedule. 


Join Meeting 
Password f 


i 
H 
Phone one-tap: H 
| 
in 


Join by Telephone 
Dial 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying. or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited, 


APAROO000004767 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO000004767 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 
Sent: 8/21/2020 1:33: 
To: Young, John Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group )/cn=Recipients/cn=306b2244466140faa9SaaaafeO06ebd70-parkeras]; 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34fle072f8cb7-menetskijp]; Colvis, Christine 
(NIH/NCATS) [E] (/o=ExchangeLabs/ou= ‘Exchange Administrative Group 
7e84cce098457896b2df19fa172c87-ccolvis], 
Nancy Haigwood [/o=! ExchangeLabs/ou=Exchange Administrative Group 


DIBOHFIISPRIT)/en= 

USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/o= 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

R Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[hhawk@deloitte.com); Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=! Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 


C | Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT) /cn= Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt] 

Subject: RE: ACTIV Preclinical - In vivo Strategy 

Hi all, 


Please see below for the agenda for today’s meeting. Let me know if you suggest any modifications. 


Agenda Topic Duration Facilitator 
Continue discussion on NHP field guide to make available to the public 20 mins Nancy Haigwood, 
Jay Rappaport 
., ., . a ‘ Cat Lutz 
Discuss small animal model field guide status and plan for next meeting 15 mins : 
Isis Kanevsky 
Update on BEI viral stock production (if any new updates since Wednesday) 10 mins Clint Florence 
Align on next steps and owners 15 mins Joe Menetski, 
Rosa Alvarez 
Best, 
Rosa 


-----Original Appointment----- 

From: Alvarez, Rosa Maria 

Sent: Wednesday, June 3, 2020 5:53 PM 

To: Young, John; Parker, Ashley (NIH/OD) [E]; Alvarez, Rosa Maria;{_ be. l Menetski, 


Joseph (FNIH) [1]; 
Colvis, Christine (NIH/NCATS) [E]; Hl 


__} Hild, Sheri (NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Rodriguez, Robin D; 


APARO0000004768 


Hawk, Harrison; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory 
Cc: Hewitt, Judith (NIH/NIAID) [E] 

Subject: ACTIV Preclinical - In vivo Strategy 

When: Friday, August 21, 2020 10:00 AM- 
Where: https://deloitte.zoom.us, aC 


1:00 AM (UTC-05:00) Eastern Time (US & Canada: 


Join Meeting 
Password: 


Phone one-tap: 


Join by Telephone 
Dial 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004768 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 8/10/2020 5:17:46 PM 

To: Diamond, Michael J; Young, John 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Hewitt, Judith 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Gatto, Gregory 

|; Mason, Stephen |; Baric, Ralph [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 
Baric, Toni C |; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); 
Hawk, Harrison [hhawk@deloitte.com] 

Subject: RE: ACTIV Preclinical - Network of BSL 3 / 4 sites 

Attachments: 20200804_PRECLINICAL Working Group_BSL 3-4 Network_d1.docx 


"5 Colvis, Christine (NIH/NCATS) 


Hi all, 
Please see attached for the summary notes from our last meeting. Please let us know if you have any questions. 


Regards, 
Rosa 


Rosa M. Alvarez 
Deloitte | 


-----Original Appointment----- 
From: Alvarez, Rosa Maria 
Sent: Thursday, June 4, 2020 2:29 PM 

To: Alvarez, Rosa Maria; Diamond, Michael; Young, John; 
Elizabeth (NIH/NCATS [E]; Hewitt, Judith (NIH/NIAID) [E]; Gatto, Grego: 
Parker, Ashley (NIH/OD) [E]; Hawk, Harrison 

Subject: ACTIV Preclinical - Network of BSL 3 / 4sites 

When: Tuesday, August 4, 2020 11: 
Where: https://deloitte.zoom.us_ 


'; Menetski, Joseph (FNIH) [T]; Ottinger, 
Mason, Stephen; Baric, Ralph; Baric, Toni C; 


APARO0000004769 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 
Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO0000004769 


From: Connelly, Sarah [sconnelly@deloitte.com] 
Sent: 3/1/2021 9:02:25 PM 
To: Hawk, Harrison [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; Young, John [ 
i ‘Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Colvis, Christine 
(NIH/NCATS) [E] (/o=ExchangeLabs/ou= Exchange Administrative Group 
84cce098457896b2df19fa172c87-ccolvis]; 
Nancy Haigwood [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients, 
USARMY MEDCOM USAMRIID (USA) § 
[/o= ExchangeLabs/ou=Exchange Admii 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

J; Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
'DLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 

lonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
'DLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Fessel, Josh (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; 

FNIH [fnih@roseliassociates.com] 

Lumsden, Joanne (NIH/NCATS) [C] [ xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm] 

Subject: RE: ACTIV Preclinical - Long Hauler Discussion 

Attachments: 20210226_ACTIV Preclinical - Long Hauler Discusssion_Notes_vF.pdf 


cc: 


Hi All, 


Thank you all for attending our ACTIV preclinical long hauler discussion on Friday. Please see below for the actions that 
came out of the meeting and attached for the notes from our discussion, and let us know if you all have any additions or 
amendments. 


Action Items: 
¢ Group members will ask around in their circles to determine what additional research is being conducted to 
develop PASC animal models 
e Subgroup members from industry will determine what if, anything, is happening at their companies 
e@ The group will consider organizing the appropriate policy folks to discuss moving animals out of BSL3 
Warm Regards, 
Sarah 


Sarah Connelly, PhD 
Deloitte Consultiny 


APARO000004771 


From: Hawk, Harrison <hhawk@deloitte.com> 
Sent: Friday, October 16, 2020 1:07 PM 

To: Hawk, Harrison; Young, John;! 
(FNIH) [T]; Colvis, Christine (NIH/NCATS) [E];{ 
Nancy Haigwood; IV USARMY MEDCOM USAMRi! 
(NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Rodriguez, Robin D; f” 
[E]; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory; 
(NIH/NHLBI) [E 


“| Parker, Ashley (NIH/OD) 
; Connelly, Sarah; Fessel, Josh 


Subjec ACTIV Preclinical - ‘ong Hauler Discussion 
When: Friday, February 26, 2021 11:00 AM-12:00 PM (UTC-O! 
Where: https://deloitte.zoom.u: 


) Eastern Time (US & Canada). 


*Updating title to reflect new focus on long-term sequelae of COVID-19* 
Hi all, 
Rescheduling this series due to a conflict with another recurring meeting for many of our attendees. 


Best, 
Harrison 


Join Meeting 


Password: 


Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


APARO000004771 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004771 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 8/5/2020 7:55:25 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Freire, Maria (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c8341d84-freiremc] 
Subject: ACTIV preclinical manuscripts described this morning 
Attachments: ACTIV in vitro CELL-HOST-MICROBE-S-20-01287 (1).pdf; Hewitt et al ACTIV Animal Models complete.pdf 


Dear All, 
Here are the 2 ACTIV manuscripts that have been submitted to Cell Host and Microbe. 


They have turned out very interesting and the content should help the field come to some consensus on the models and 
the development process. | am sure the team would appreciate any feedback you would like to provide. 


Best regards, 


joe 


APARO000004773 


From: 
Sent: 
To: 


Subject: 


Hi all, 


Alvarez, Rosa Maria [rosalvarez@deloitte.com] 


d0a7dadfchd42cbb4014d9b26af30cc- -jhewitt];: 
; Colvis, Christine (NiH/NCATS) {E] 


3 Young, John 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn: Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Rodriguez, Robin D 
‘Jonson, Samantha (NIH/NCATS) [E] 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Cutillo, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c04c8f5063c34361bb7491f216f7Sadc-cutilloc]; Florence, Clint (NIH/NIAID) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/c! eciblents/enimSecsadghces see / Breese 11 Sz2e te Norencew el Mason, Stephen 


REF ACTIV Preclinical - Data Fartal Implementation 


Please see below for the agenda for Thursday’s meeting. Please let me know if you suggest any modifications. Look 
forward to our discussion. 


Agenda Topic Duration Facilitator 
Revisiting the study-level animal model data approach Samantha 
o Take a step back and discuss overall goals and objectives - what type of Jonson 
data and analysis would be useful to have and how would it be used? 35 mins Liz Ottinger 
o Discuss proposed capabilities to implement such data platform Subgroup 
o Discuss ACTIV members' bandwidth to take this on Discussion 


Align on action items and next steps 10 mins 


Best regards, 


Rosa 


Joe Menetski 
Rosa Alvarez 


Rosa M. Alvarez 
Deloitte Panevitina tt 0 


Mobile: 
wy 


(b) (6) 


Jeloitte.com 


-----Original Appointment----- 
From: Alvarez, Rosa Maria 
Sent: Thursday, April 23, 2020 10:33 AM 


APARO0000004776 


To: Alvarez, Rosa Maria Hewitt, Judith (NIH/NIAID) [E] atto, Gregory; 

is, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; 

£ ; Rodriguez, Robin jonson, Samantha (NIH/NCATS) [E]; Parker, 
Ashley (NIH/OD) [E] 
Cc: Florence, Clint (NIH/NIAID) [E]; Mason, Stephen 

Subject: ACTIV Preclinical - Data Portal Implementation 
When: Thursday, August 13, 2020 9:00 AM-10:00 AM (UTC-O! 
Where: https://deloitte.zoom.u: 


)) Eastern Time (US & Canada). 


Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO0000004776 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 8/11/2020 8:43:25 PM 

To; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Young, John 

‘olvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 

i lancy Haigwood 


Group (FYDIBOHF23SPDLT)/cr 


xchangeLabs/ou=Exchange Administrative Group = 
(FYDIBOHF23SPDLT)/cn=Recipients/cn: 03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; | 
USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

c Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860be42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras); Hawk, Harrison 
hhawk@deloitte.com]; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 


Subject; RE: ACTIV Preclinical - In vivo Strategy 
Attachments: 20200807_PRECLINICAL Working Group_in vivo strategy_v1.docx 
Hi all, 


Please see attached for the summary notes from our meeting last Friday 8/7. Please let us know if you suggest any 
modifications. 


Best, 
Rosa 


Rosa M. Alvarez 
Deloitte Consulting 11P 
Mobiles) 


—— Original Appointment----- 
From: Alvarez, Rosa Maria 


|; Young, John; Colvis, Chri: NIH/NCATS) 


Nancy Haigwood; [= 


ild, Sheri 


[E]; Hawk, Harrison; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory 
Subject: ACTIV Preclinical - In vivo Strategy 

When: Friday, August 7, 2020 1 
Where: https://deloitte.zoom.u 


APAROO00004777 


Join Meeting 
Password r 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO00004777 


Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt];,__ a: 
‘oung, John [_ " Colvis, Christine (NIH/NCATS) [E] 
change Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp); Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Stratton, Benjamin 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Wholley, David (FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Rodriguez, Robin D 
|; Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF239PDLT)/en= Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 
cc: Florence, Clint (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Mason, Stephen 
« 3 Hawk, Harrison [hhawk@deloitte.com] 
Subject: i Portal Implementation 
Attachments: 20200806. PRECLINICAL Working Group_Data Portal Implementation_v1.docx 


Hi all, 
Please see attached for our meeting notes from last week 8/6. Please let us know if you suggest any modifications. 


Regards, 
Rosa 


Rosa M, Alvarez 


-----Original Appointment----- 
From: Alvarez, Rosa Maria 
Sent: Thursday, April 23, 2020 10:33 AM 

To: Alvarez, Rosa Maria; Jewitt, Judith (NIH/NIAID) [E];: Gatto, Gregory; 
Young, John; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; Stratton, 
Benjamin; u....._,! Rodriguez, Robin D; Jonson, Samantha (NIH/NCATS) [E]; 
Parker, Ashley (NIH/OD) [E] 

Ce: Florence, Clint (NIH/NIAID) [E]; Mason, Stephen; Hawk, Harrison 

Subject: ACTIV Preclinical - Data Portal Implementation 
When: Thursday, August 6, 2020 9:00 AM-10:00 AM (UTC 
Where: https://deloitte.zoom. us 


:00) Eastern Time (US & Canad: 


APAROO000004779 


Join Meeting 


Password: 


Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte,com/about to learn more. 


v.E.I 


APAROO00004779 


From: Florence, Clint (NIH/NIAID) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SE032D0BC8554E8787E844A7773295FE-FLORENCEWC] 

Sent: 8/11/2020 5:19:58 PM 

To: Alvarez, Rosa Maria [rosalvarez@deloitte.com]; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fal 7 2c87 -ccolvis}; 


be 
Haigwood [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn: 
USARMY MEDCOM USAMRIID (USA) { 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/oustxchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa}; Rodriguez, Robin D 
Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
( )/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Hawk, Harrison 
[hhawk@deloitte.com]; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad3412305S944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 
i } Kara Carter } 
Subject: RE: ACTIV Preclinical - In vivo Strategy 
Attachments; MVB WVB Criteria.pptx 


All- 


Please see the attached slide deck which outlines lot release and characterization metrics which lots produced by BEI 
will be compared to in order to judge acceptability for animal challenges. BEI and NIAID have agreed to these. 


Thanks — 


Clint 


-----Original Appointment----- 

From: Alvarez, Rosa Maria <rosalvarez@deloitte.com> 

Sent: Sunday, June 14, 2020 10:11 PM 

To: Alvarez, Rosa Maria; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [1]; Young, Joh 


‘CIV USARMY 
MEDCOM USAMRIID (US. _} Charette, Marc (NIH/NHLBI) [E]; Hild, Sheri 
(NIH/OD) [E]; Florence, Clint ( nderson, James (NIH/OD) [E]; Parker, Ashley 
(NIH/OD) [E]; Hawk, Harrison; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory 

Subject: ACTIV Preclinical - In vivo Strategy 

When: Friday, August 14, 2020 10:00 AM-11:00 AM (UTC-0! 
Where: https://deloitte.zoom.us; or a 


APAROO00004781 


Join Meeting 
Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


v.E.I 


APAROO00004781 


From: Young, John 


Sent: 8/11/2020 1:31:19 PM 

To: Florence, Clint (NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc] 

cc: rosalvarez@deloitte.com; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; 

Nancy Haigwood 


Charette, Marc (NIH/NHLBI) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f7 6a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Rodriguez, Robin D 

} Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras}; Hawk, Harrison 
hhawk@deloitte.com]; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 


Subject: inical - In vivo Strategy 

Dear Clint 

Thanks for the update, Sounds like good and rapid progress. Fingers crossed that the stocks are good. 
Best regards 

John 


On Tue, Aug 11, 2020 at 2:29 PM Florence, Clint (NIH/NIAID) [E] ¢ 


All- 


APARO000004783 


Tt 
& 


b4 


Thanks — 


Clint 


APARO000004783 


From: rosalvarez@deloitte.com 
When: 10:00 AM - 11:00 AM August 14, 2020 
Subject: ACTIV Preclinical - In vi 
Location: https://deloitte.zoom.us 


Join Meeting 
Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Mecting ID: 


i 
Password: | 


International numbers 


Zoom technology includes options for recording a mecting. If a mecting is being recorded, an audio and/or 
visual warning will be provided when you join a recorded meeting. A warning will also be provided if 
recording commences after you have joined the meeting. If you continue to participate in the meeting 
following these warnings, your participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 


APAROO000004783 


any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is 
strictly prohibited. 


Deloitte refers to a Deloitte member firm. one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


John A.T. Young, PhD 
VP and Global Head Infectious Diseases 


Roche Pharma Research & Early Development 
Roche Innovation Center Basel 
F.Hoffmann-La Roche Ltd 


Confidentiality Note: This message is intended only for the use of the named recipient (s) and may contain confidential and/or 
proprietary information. If you are not the intended recipient, please contact the sender and delete this message. Any unauthorized use 
of the information contained in this message is prohibited. 


APARO000004783 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 
Sent: 8/11/2020 11:51: 
To; Young, John: Diamond, Micha 
{E] [/o=Exchangel abs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Hewitt, Judith 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Gatto, Gregory 
| Mason, Stephen Baric, Ralph [/o=ExchangeLabs/ou=Exchange 
‘Administrative Group ee ecipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 
Baric, Toni C } Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group sevDrBDresepotr/treReciptents/en-aoebe 244466140faa9SaaaafeO6ebd70-parkeras] 


~___$ Colvis, Christine (NIH/NCATS) 


Subject: Canceled: ACTIV Preclinical - Network of BSL 3 / 4 sit 
Location: https://deloitte.zoom.| 
Start: 8/11/2020 3:00:00 PM 
End: 8/11/2020 4:00:00 PM 


Show Time As: Free 
Recurrence: (none) 


Hi all, 


Canceling this meeting today as we will be focusing on the Preclinical Agent Prioritization. | will send a meeting invite for 
early next week to discuss the Match-Making process for the compounds to be prioritized. 


Best, 
Rosa 


Join Meeting 


Password 


Phone one-tap: 


Join by Telephone 


APAROO00004785 


Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO00004785 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 8/4/2020 1:24:20 PM 

To; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Young, John 

iy; ; Colvis, Christine (NIH/NCATS) [E] (/o=ExchangeLabs/ou=Exchange Administrative 

cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 

lancy Haigwood 


i 
Group (FYDIBOHF23SPDLT)/c! 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
USARMY MEDCOM USAMRIID (USA a Oe ee 
Charette, Marc (NIH/NHLBI) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf); Hild, Sheri (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

'} Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eVOIROTIERSPOLT en Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras); Hawk, Harrison 


hhawk@deloitte.com] 
Subject; ACTIV Preclinical - In vivo st tegy oi 
Location: https://deloitte.zoom. ere 
Start: 6/12/2020 2:00:00 PM 
End: 6/12/2020 3:00:00 PM 


Show Time As: Tentative 


Recurrence: (none) 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 


APAROO00004788 


Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.l 


APAROO00004788 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 
Sent: 8/4/2020 1:24: 
To: Young, John Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYC OHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn: =4b7e84cce098457896b2df19fa 172c87-ccolvis);i 
mt" Nancy Haigwood (/o=ExchangeLabs/ou-Exc 


(FYDIBOHF23SPDLT)/cn=Recipients/< 
USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

li Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOFE /cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm|]; Parker, Ashley 
(NIH/OD) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Hawk, Harrison 


[hhawk@deloitte.com]) 
Subject: ACTIV Preclinical - In vivo Strategy 
Location: https://deloitte.zoom.us} 
Start: 8/7/2020 2:00:00 PM 
End: 8/7/2020 3:00:00 PM 


Show Time As; Tentative 


Recurrence: (none) 


Join Meeting 


‘Se 


Password: 


Phone one-tap: 


Join by Telephone 


Dial: 


APAROO00004789 


Meeting 1D: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO000004789 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 7/28/2020 2:24:46 PI 

To: Diamond, Michael: 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafe06ebd70-parkeras]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea]; Hewitt, Judith 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Gatto, Gregory 

} Mason, Stephen Baric, Ralph [/o=ExchangeLabs/ou=Exchange 

48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 


Parker, Ashley (NIH/OD) [E] 


Administrati 
Baric, Toni C: 
Subject: RE: ACTIV Preclinical - 


Hi all, 


Please see below for today’s agenda. Please let me know if you suggest any modification. 


Agenda Topic Duration Facilitator 
* ners EES ; Joe 
Discuss next steps for Preclinical-Stage Agent Prioritization 15 mins Menetski 
John 
Review scoring used for Clinical Agent Prioritization and discuss scoring for Preclinical- 30 mins Young, 
Stage Agent Prioritization Joe 
Menetski 
Joe 
Align on action items and next steps S mins eee 
Alvarez 
Regards, 
Rosa 


Rosa M. Alvarez 
Deloitt ting LLP 
Mobile b6 val 


Original Appointment: 
From: Alvarez, Rosa Maria 

Sent: Thursday, June 4, 2020 2:29 PM 

To: Diamond, Michael; Young, John; Parker, Ashley (NIH/OD) [E]; Alvarez, Rosa Maria; i 
Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; Hewitt, Judith (NIH/NIAID) [E]; Gatto, Gregory; Mason, Stephen; 
Baric, Ralph; Baric, Toni C 

Subject: ACTIV Preclinical - Network of BSL 3 / 4 sites 


APARO000004794 


When: Tuesday, July 28, 2020 1. 


Join Meeting 


Password: 


Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


oO 
oO 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004794 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 7/29/2020 2:08:28 PM 

To: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Young, John 

); Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; 

; Nancy Haigwood 


Group (FYDIBOHFZ3SPOLT)/c 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn: 03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh| 


USARMY MEDCOM USAMRIID (USA) | 

Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

n=Recipients/cn= ‘5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

3 7} Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en=! Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 

Subject: RE: ACTIV Preclinical - In vivo Strategy 

Attachments: 20200724_PRECLINICAL Working Group_in vivo strategy_v1.docx 


Hi all, 


Please see attached for out meeting notes from Friday. Also below are the action items summary. Let me know if you 
suggest any modifications. 
Apologies for the delay! 


Action Items: 
¢ Cat to finalize list of mouse experts (sending individual emails to her list of experts) 
¢ Cat to draft context for the email invitation 


e Joe to send the invite to the small animal sub-committee 


Best, 
Rosa 


Rosa M. Alvarez 
ee Consulting LLP 


noone Original Appointment----- 
From: Alvarez, Rosa Maria 
Sent: Wednesday, alg 3, 2020 5:53 PM 


USARMY MEDCOM USAMRIID (USA); 
(NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Rodriguez, Robin D; arker, Ashley (NIH/OD) [E] 
Subject: ACTIV Preclinical - In vivo Strategy 


APARO0000004795 


When: Friday, July 24, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004795 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 

Sent: 7/23/2020 2:28:37 AM 

To; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Young, John 

; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); 

“} Nancy Haigwood 


Group (FYDIBOHF23SPDLT)/c 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589F440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
USARMY MEDCOM USAMRIID (USA) | ; 7 “bé ~ "Cat. Lutz@jax.org; 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 
Subject: RE: ACTIV Preclinical - In vivo Strategy 
Attachments; 20200717_PRECLINICAL Working Group_in vivo strategy_v1.docx 


Hi all, 


Apologies for the delay. Please find attached the notes from our meeting last week (7/17). Please let us know if you have 
any questions. 


Regards, 
Rosa 


Rosa M. Alvarez 


ol Original Appointment----- 
From: Alvarez, Rosa Maria 

Sent: Wednesday, June 3, 2020 5:53 PM 
To: Alvarez, Rosa Maria; ©) (6) 


Where: https://deloitte.zoom.us; b6 i 


APAROO000004798 


Password: enti i a “¥- 
Phone one-tap: i b6 


Join by Telephone 


Dial: 


Meeting ID: 


b6 | 
i 

j 

i 

| 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO000004798 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 
Sent: 7/23/2020 2:23: 
To: Young, John r 
[/o=ExchangeLabs/ou=Exchange 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt];: 
Gregory r ‘olvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchat 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Rodriguez, Robin D 
“Honson, Samantha (NIH/NCATS) [E] 


Hewitt, Judith (NIH/NIAID) [E] 


xchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg); Parker, Ashley (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa95aaaafeO6ebd70-parkeras]; Florence, Clint (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc] 

Subject; RE: ACTIV Preclinical - Data Portal Implementation 

Attachments: 20200716_PRECLINICAL Working Group_Data Portal Implementation_v1.docx 


Hi all, 


Apologies for the delay. Attached are the meeting notes from last week’s meeting. Please let us know if you suggest any 
changes. 


Also, our agenda for tomorrow’s meeting is the following: 


Agenda Topic Duration Facilitator 
‘ + 2 Samantha Jonson 
Review draft of small animal product pages 25 mins Liz Ottinger 
Review final version of NHP product pages 10 mins Satnap thie lorson 
pr pas Liz Ottinger 
ry a é " Samantha Jonson 
Discuss potential data maintenance process 20 mins 2 
Liz Ottinger 
Align on action items and next steps 5 mins Jae MenatsKi 


Rosa Alvarez 


Looking forward to our discussion tomorrow. 
Best, 
Rosa 


soos Original Appointment----- 
From: Alvarez, Rosa Maria 

Sent: Thursday, April 23, 2020 10:33 AM 
To: Young, John; Alvarez, Rosa Maria; 


~____} Hewitt, Judith (NIH/NIAID) [E] 


APARO000004800 


Gregory; Colvis, Christine (NIH/NCATS) [E]; Menet: 
Rodriguez, Robin D; 


ttinger, Elizabeth (NIH/NCATS [E]; Stratton, 
Jonson, Samantha (NIH/NCATS) [E]; 


Parker, Ashley (NIH/OD) [E] 
Cc: Florence, Clint (NIH/NIAID) [E] 
Subject: ACTIV Preclinical - Data Portal Implementation 


Where: https://deloitte.zoom.u: ene oth Eid sald nth Daina b6 


Do dastivinieneicipiolel ow ators stecen maanigtotot 


Join Meeting 


Password: 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


Password: 


Oo i 
©) 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities. or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO00004800 


From: Florence, Clint (NIH/NIAID) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SE032D0BC8554E8787E844A7773295FE-FLORENCEWC] 
Sent: 7/3/2020 12:39:11 AM 
To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fée22f8011 
rosal varez@deloitte.com]; Anderson, Annaliesa 
(o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Carter, Kara 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Cihlar, Tomas 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d85ac09cb76f85-DEMINGD.fda]; Diamond, Michael 
; Duncan, Ken? “"} Fernandes, Prabhavathi 
4 Fessel, Joshi (NIA7 NHLBI) [ET [/621 eLA0$/ou=Exchange Administrative Group 
pients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; Gadbois, Ellen (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT)/cn= Recipients/cn=0243d1d6e6f248268d2edecS66c26c2a-gadboisel]; Gatto, Greg 
re 5 Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
ecipients/cn=03d589'440d84691ac0a530e4ba6cebS- -haigwoon.oh]; 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEYDIBDHF 235 PDL TI /creeReciptents/ct €2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 
} Nestle, Fran! "} Ottinger, Elizabeth (NIH/NCATS [E] 
;/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payne, David 
Punturieri, Antonello (NIH/NHLBI) (E] 


Adams]; Alvarez, Rosa 
Baric, Ralph 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106eSf24bScb5e933c6ee7ab6bc7-punturieria); Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Rao, Srinivas 

itegmeier, Frank { 


Young, John tL. 


Subject: Re; OWS mAb Scie! IMEs recommendations (UNCLASSIFIED) 


Michel Nussenzeig Michel Nussenzweig | 


Thomas J. Hope 


On 7/2/20, 5:45 PM, “Menetski, Joseph (FNIH) [T]" 


Dear Preclinical Working group, 

ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 


APAROO000004802 


CLASSIFICATION: UNCLASSIFIED 


All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid 
to end of August. The objective of the summit is to facilitate discussion on mAb science and address how 
to optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on a white paper written 
and circulated jin advance on a key topic in the space. We have attached a few slides capturing the key 
topics and the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each 
of the key topics, with a focus on 3 roles: 


1. White paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 

2. Panelist: Additional experts to provide alternative perspectives on a panel during the summit to 
include industry partners 

3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of 
these roles for the key topics. We are looking for diversity in the panel. If you could please provide 
input by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
JPM CBRN Medical 
1564 Freedman Dr, Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 


APAROO00004802 


From: Punturieri, Antonello (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CA7F3106ESF24B5CBSE933C6EE7AGBC7-PUNTURIERIA] 

Sent: 7/2/2020 9:52:21 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 

jaric, Ralph 


(o=ExchangeLabs/ou=Exchange Administrative Gi 
cipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Carter, Kara 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Cihlar, Tomas 
; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d8SacO09cb76f85-DEMINGD.fda]; Diamond, Michael 
E ie ernandes, Prabhavathi 

essel, Josh (NIH/NHLBI) [E] {/o=ExchangeLabs/ou=Exchange Administrative Group 
nts/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp); Florence, Clint (NIH/NIAID) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Reci 8268d2edec566c26c2a-gadboisel]; Gatto, Greg 

7 . |; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0aS30e4ba6cebS-haigwoon.oh); 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 
Ottinger, Elizabeth (NIH/NCATS [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Le ee Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras]; Payne, David 

Qashu, Felicia (NIH/OD) [E] 


} Stegmeier, Fran| 


Subject: ig Summit - SMES recommendations (UNCLASSIFIED) 


Suggest: 
Jonathan Abraham. 


e- mail 


Massachusetts Consortium 
on Pathogen Readiness, 
Boston, MA, USA. 

FOR: 

Lessons from other fields or Effector function or Antibody-dependent enhancement 
Tony 

----- Original Message----- 


From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, July 2, 2020 5:43 


APAROO00004804. 


To: Adams, 


Peres (OS/ASPR/BARDA) 


Bari, 
Charette, Mare CNIAZNALBT) [E] f 
23 Colvis, Christine (NIH/NCATS) ‘TET 
Diamond, Michael ¢— 
‘nandes, Prabhavathi oes 
‘ Elorence, clint (NII! 


5 cantar) Kara 
» Tomas 
Deming, Damon 


KFDAZEDER) l 
Josh 


Gadbois, 


mony Nancy Tiaiguood 1 
eae Samantha gOiri/ncktey (e] 
“+ -OtET 


Payne, David 
antonel lo (NIH/NHLBI) 
“} Rao, Srinivas 


Subject: FW: OWS mAb Scientific Sum 
Dear Preclinical Working group, 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit ~ SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid to 
end of August. The objective of the summit is to facilitate discussion on mAb science and address how to 
optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on a white paper written and 
circulated in advance on a key topic in the space. We have attached a few slides capturing the key topics 
and the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each of 
the key topics, with a focus on 3 roles: 


TL. White paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 

ra Panelist: Additional experts to provide alternative perspectives on a panel during the summit to 
include industry partners 

3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


we have included a slide in the attached file to be filled in with your recommendations on each of these 
roles for the key topics. we are looking for diversity in the panel. If you could please provide input 
by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Jojnt Project Manager 
JPM CBRN Medical 
1564 Freedman O ay Fort Detrick, MD 21702 
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CLASSIFICATION: UNCLASSIFIED 


APAROO00004804. 


From: Tomas Cihlar 

Sent: 7/6/2020 6:43:19 AM 

To; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9 146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 

rosalvarez@deloitte.com]; Anderson, Annaliesa iia ; Baric, Ralph 

lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab 1d3044465a7790ee4ded5bc32-rbaric.emai]; Carter, Kara 

t Charette, Marc (NIH/NHLBI) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

( Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Colvis, Christine 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce09845 7896b2df19fa172c87-ccolvis}; Deming, Damon (FDA/CDER) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

cipients/cn=8aSai 


DEMINGD. fda]; Diamond, Michael 
juncan, Ken ‘ernandes, Prabhavathi 

f ; Fessel, Josh o=ExchangeLabs/ou=Exchange Administrative Group 
A FYOTBORFESSPCLTEH -Reécipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp); Florence, Clint (NIH/NIAID) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E) (/o=ExchangeLabs/ou=Exchange Administrative Group 

MEXOIBDDEZASPDET)/£0-! Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gatto, Greg 

3 Grobler, Jay {7 }; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 

jroup (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh); 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

b0d39b145d69a7-jonsonsg]; Lutz, Cat 

Ottinger, Elizabeth (NIH/NCATS [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea); Parker, Ashley (NIH/OD) 
[E] [/o= ExchangeLabs/ou=Exchange Administrative Group 


fe06ebd70-parkeras]}; Payne, David 
Punturieri, Antonello (NIH/NHLBI) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7ab6bc7-punturieria); Qashu, Felicia (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


d90e41e5-qashufm 
stegmeier, Frank t 


Subject: RE: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
Dear Joe, 
In addition to names already suggested, colleagues from NIH VRC should be considered namely John Mascola 


and Rick Koup; as well as perhaps more representatives from biotech - Kara suggested several, I would add 
Larry Zeitlin (MappBio CSO) and Ester Falconer (AbCellera Head of R&D). 
Best regards, Tomas 


----- Original Message----- 

From: Menetski, Joseph (FNIH) [T] 
Sent: Thursday, July 02, 2020 2:43'Psr 
To: Adams, Peter (OS/ASPR/BARDA) ‘7 
Anderson 


Alvarez, Rosa <rosalvarez@deloitte. com>; 
: “3 Carter, Kara 
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>; Jonson, Samantha (NIH/NCATS) [E] 
stle, Frank 
Ee) ; Parker, 


“y Lutz, Cat 
GUIH/NCATS [E] 
Payne, David 
FTeFT, Antonello (NIH/NHLBI) 
CE Cash, Felicia a ieee “3 Rao, Srinivas 
3 i 


¥ Rappaport 
; Young, John 
CEL MeneESKT, “JOSEPH TFNIH) [T] 
Subject: [EXTERNAL] FW: OWS mAb 'SCTentvFT 


Dear Preclinical Working group, 


ACTIV is working with OWS to setup a mAb summit, We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid to 
end of August. The objective of the summit is to facilitate discussion on mAb science and address how to 
optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on a white paper written and 
circulated in advance on a key topic in the space. We have attached a few slides capturing the key topics 
and the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each of 
the key topics, with a focus on 3 roles: 


i. White paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 

23 Panelist: Additional experts to provide alternative perspectives on a panel during the summit to 
include industry partners 

3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of these 
roles for the key topics. We are looking for diversity in the panel. If you could please provide input 
by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
JPM CBRN Medical 


Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 


APAROO00004805 


From: Prabha Fernandes tse | 
Sent: 7/5/2020 8:33:55 PM 
To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 

(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311céf3ee-Peter.Adams]; ‘Alvarez, Rosa’ 

rosalvarez@deloitte.com)]; ‘Anderson, Annaliesa' C Baric, Ralph 
lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab 1d3044465a7790ee4dedSbc32-rbaric.emai]; ‘Carter, Kara’ 

, Charette, Marc (NIH/NHLBI) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; ‘Cihlar, Tomas’ 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis}; Deming, Damon (FDA/CDER) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

ipients/cn=8aSa 

; ‘Duncan, Ken's 

change Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp); Florence, Clint (NIH/NIAID) 

E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 

E] (/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/c 243d 1d6e6f248268d2edec566c26c2a-gadboisel]; 'Gatto, Greg’ 

} ‘Grobler, Jay’ |; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 

A roup (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh); 
Hewitt, Judith (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(0d39b145d69a7-jonsonsg]; ‘Lutz, Cat' 

ttinger, Elizabeth (NIH/NCATS [E] 


DEMINGD. fda]; ‘Diamond, Michael’ 


~~} Fessel, Josh (NIH/NHLBI) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea); Parker, Ashley (NIH/OD) 
[E) (/o= ExchangeLabs/ou=Exchange Administrative Group 


6ebd70-parkeras]; 'Payne, David' 
Punturieri, Antonello (NIH/NHLBI) [E] 
ministrative Group ; 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6be7-punturieria]; Qashu, Felicia (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(F 84d90e41e5-gashufm); 
£ “] 'Stegmeier, Frank’ {” t 
‘Young, John’) 

Subject: RE: OWS. mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 

Hi Joe, 

You have many names, but here are a couple from Infectious diseases 

expertise... 


S. A. Plotkin, 
response charac 
Pamela Bjorkman, Caltech, bjorkman@caltech.edu. (Zika immune response) 
Bali Pulendran, Institute for Immunity, Stanford. bpulend@stanford.edu 
(host factors, that impact immunity). 


(Measles vaccine - immune 


Regards, 
Prabha 
manne Original Message----- 

From: Menetski, Joseph CFNIH) [T. 
Sent: Thursday, July 02, 2020 5: 
To: Adams, Peter (OS/ASPR/BARDA) + 
srosalvarectdeloitie. com: 
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Ciblar, Tomas 
2 


Judith 
RE iy teas {e] 
Nestle, Frank 
Ottinger, TseeSaarents (e] 

hley (NIH/oD) _[E 


“> 
ySoseph CENT TH) £ 
Subject: FW: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 


Dear Preclinical Working group, 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited 
suggestions and recommendations from our working groups for those that would 
be appropriate to contribute to this event. Please see the note below and 
let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a 
mAb scientific summit mid to end of August. The objective of the summit is 
to facilitate discussion on mAb science and address how to optimize 
development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on 
a white paper written and circulated in advance on a key topic in the space. 
we have attached a few slides capturing the key topics and the white paper 
format. 


We are writing to you today to get your recommendations on experts that may 
be able to address each of the key topics, with a focus on 3 roles: 


Li White paper author: Expert to write a paper providing an overview of 
the various positions on spreitic key topics in advance of the summit 

2. Panelist: Additional experts to provide alternative perspectives on 
a panel during the summit to include industry partners 

a Moderator: Facilitator to develop questions for the panel and 


synthesize positions from white paper author and responses from panelists 
after the summit 


We have included a slide in the attached file to be filled in with your 
recommendations on each of these roles for the key topics. We are looking 
for diversity in the panel. If you could please provide input by EOD on 
Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
3PM CBRN Medical 
ir, Fort Detrick, MD 21702 


APAROO00004806 


CLASSIFICATION: UNCLASSIFIED 


APAR0000004806 


From: Punturieri, Antonello (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CA7F3106ESF24B5CBSE933C6EE7AGBC7-PUNTURIERIA] 

Sent: 6/30/2020 11:40:24 AM 

To: Alvarez, Rosa Maria [rosalvarez@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; 

if Fessel, Josh (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp] 

~} Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


ipients/cn=48e35ab1d304446Sa7790ee4dedSbc32-rbaric.emai); 
Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea); Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
ipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; 
"} Diamond, Michael [7 Collins, 

Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ipi cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 

ipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams)]; Rao, Srinivas 

Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

\cipients/cn=366447a553f44696b2c79484d90e41e5-qashufm); Tomas Cihlar 
|B m1) ‘CIV USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/ ‘changeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f7 6a049a0eca6-charettemf]; Florence, Clint 
(NIH/NIAID) [E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg] 

cc; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Chen, Helen Q. 
[qingchen@deloitte.com] 

Subject: RE: ACTIV Therapeutics-Clinical Working Group Meeting 

Attachments: STAT2 signaling as double-edged sword Syrian hamster model June 2020.pdf 


All, 


In case you have not seen the attached: Syrian Hamster as better model and, possibly even more relevant, type 
TI IFN and not type I is the major player in restricting viral dissemination. 


Tony 


APAROO00004807 


Antonello Punturieri, M.D., Ph.D. 

Program Director, COPD and Environment Division of Lung Diseases 
National Heart, Lung, and Blood Institute 

National Institutes of Health 

6705 Rockledge Drive, 403K MSC 7952 

Bethesda, MD 20892 


COVID-19 


et the latest public health information from CD! 
et the latest research information from Ni 


Nationwal ovat Gaur 
a8 Blond nsbtatg 
5 (iy y E A R Ss | Celebrating 50 years of progress in pulmonary science with 


the Division of Lung Diseases 


WWw.coronavirus. gov 
ttps://grants.nih.gov/policy/natural-disasters/corona-virus.htm 


APARO000004807 


From: Nancy Haigwood [ 

Sent: 7/5/2020 8:18:16 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 

rosalvarez@deloitte.com]; Anderson, Annaliesa aric, Ralph 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e3Sab1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 

i Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOFE2ASEDET en Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Cihlar, Tomas 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(OOHESSPDLTIGS Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

ipients/cn=! BaSa 


S-DEMINGD. fda}; Diamond, Michael 
uncan,Ken{ _______4s Fernandes, Prabhavathi 

essel, Josh (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; Florence, Clint (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edecS66c26c2a-gadboisel]; Gatto, Greg 

} Grobler, Jay’ “} Hewitt, Judith (NIH/NIAID) [E] 

xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 

; Nestle, Frank! Ottinger, Elizabeth (NIH/NCATS [E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Payne, David 


unturieri, Antonello (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria); Qashu, Felicia (NIH/OD) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHEZ3SPDLTI/cn Recipients/cn=366447a553f44696b2c79484d90e4 1e5-qashufm]; Rao, Srinivas 
Rappaport, Jay stegmeier, Fran 


yon Johny 


Subject: Re: OWS mAl mmendations (UNCLASSIFIED) 


Joe, 

I believe I previously suggested to this group, or a subgroup: 

James Crowe, Vanderbilt any of these roles, highly knowledgeable about antibodies from humans that are 
directed to all diseases 

Erica Ollmann-Saphire € >, structural biologists who now has a new 
affiliation at La Jolla institute for Immunology and Teads a large antibody-based therapy consortium, 
would be great for the white paper, also an outstanding speaker 

John Mascola at the VRC or Mark Connors at NIAID intramural, both human mAb experts. 


Best wishes, 
Nancy 


On 7/2/20, 2:44 PM, "Menetski, Joseph (FNIH) [T] wrote: 


Dear Preclinical working group, 


APARO000004809 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 


All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid 
to end of August. The objective of the summit is to facilitate discussion on mAb science and address how 
to optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on a white paper written 
and circulated in advance on a key topic in the space. We have attached a few slides capturing the key 
topics and the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each 
of the key topics, with a focus on 3 roles: 


1. white paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 
Panelist: Additional experts to provide alternative perspectives on a panel during the summit to 
include industry partners 
3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of 
these roles for the key topics. We are looking for diversity in the panel. If you could please provide 
input by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 

Deputy Joint Project Manager 

JPM CBRN Medical 
5 


Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 


APARO000004809 


From: Young, John 
Sent: 7/5/2020 6: 
To: Kara Carter j } 
cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3: 
rosalvarez@deloitte.com]; Anderson, Annaliesa [__ 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai); Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= a7 fa2baf951848bSbf1f76a049a0eca6-charettemf]; Cihlar, Tomas 
; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT)/cn Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recplents/enstabaceg? zane {sassdspaboach 76185 DEMINGD (a); Diamond, Michael 
; jl; Fernandes, Prabhavathi 
H be “TFessel, Josh (NIH/NHLBI) ital [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF235PDLT)/cri=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; Florence, Clint (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E] (/o=ExchangeLabs/ou=Exchange Administrative Group 
DLT)/cn=Recipie 8268d2edec566c26c2a-gadboisel]; Gatto, Greg 
} Grobler, Jay ; Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 
i ‘i Nestle, Frank! “$ Ottinger, Elizabeth (NIH/NCATS [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944t97bedbef038d375cd7-ottingereal; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras}; Payne, David 
__) Punturieri, Antonello (NIH/NHLBI) (E] 


Peter.Adams]; Alvarez, Rosa 
~~}; Baric, Ralph 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(rIpIBOHE ssse Ober Recipients/cn=366447a553f44696b2c79484d90e41e5- -qashufm); Rao, Srinivas 

Rappaport, Jay {_ “} Stegmeier, Frank {. 
Re: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 


Subject: 


1 would also recommend Dennis Burton (Scripps), Bart Haynes (Duke), Julie Overbaugh (Fred Hutch, Seattle), 


On Sun, Jul 5, 2020 at 6:05 PM Kara Carter ¢ 
Hi Joe, 


> wrote: 


I suggest the following folks, but don't have a sense for the role they should play with regard to white paper 
author, panelist or moderator. 


Harry Kleanthous - previously Head of Discovery Research North America for Sanofi Pasteur, currently at 
BMGF. Expertise in ADE and broadly neutralizing influenza antibodies. 

Alina Baum - Regeneron. Head of their Ebola antibody program. Focus on clinical efficacy and antibody 
combinations. 

Jim Crowe - Vanderbilt. Identification of neutralizing antibodies from convalescent patient serum to emerging 
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viral pathogens. 

Erica Sapphire - Scripps. Identification and characterization of neutralizing antibodies. 

Jonathan Abraham - Harvard. Antibodies to emerging viruses. Focus on deciphering roles of effector function 
for both neutralizing and non-neutralizing antibodies. 

Mike Diamond - You know him well, but assessment of potential and combination of neutralizing antibodies 
to emerging viral pathogens. 

Dean Petit - Just Biotherapeutics - an Evotec company. Antibody optimization and manufacturability. This is 
a critical aspect that | think is missing for the key roles captured in slide 3. 

Rebecca Sendak - Global Head of Biologics for Sanofi. Antibody optimization and manufacturability. Same 


comment as above. 


Best, 
Kara 


Kara Carter, PhD 
Executive Vice President Infectious Disease 


-----Original Message----- on, 
From: Menetski, Joseph (FNIH) [T] +, 
Sent: Thursday, July 2, 2020 5:43 PM 
To: Adams, Peter (OS/ASPR/BARDA 


; Charette, Mare (NIH/NHLBI) [E] 
sine (NIH/NCATS) [E] 


; Nancy Haigwood 
nson, Samantha 
Nestle, Frank {7 


; Qashu, 
Rappaport, Jay 


Young, John 


Subject: FW: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 


[EXTERNAL] 
Dear Preclinical Working group, 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
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recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


1 hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid 
to end of August. The objective of the summit is to facilitate discussion on mAb science and address how to 
optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with cach panel focused on a white paper written and 
circulated in advance on a key topic in the space. We have attached a few slides capturing the key topics and 
the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each of the 
key topics, with a focus on 3 roles: 


1, White paper author: Expert to write a paper providing an overview of the various positions on specific 
key topics in advance of the summit 

2. Panelist: Additional experts to provide alternative perspectives on a panel during the summit to include 
industry partners 

3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white paper 
author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of these roles 
for the key topics. We are looking for diversity in the panel. If you could please provide input by EOD on 
Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 

Deputy Joint Project Manager 

JPM CBRN Medical 

, Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 
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STATEMENT OF CONFIDENTIALITY. 
This email and any attachments may contain confidential, proprietary, privileged and/or private information. 


If received in error, please notify us immediately by reply email and then delete this email and any attachments 
from your system. Thank you! 


https://www.cvotec.com/cn/about/site-information/data-protection-us 


John A.T. Young, PhD 
VP and Global Head Infectious Diseases 
Roche Pharma Research & Early Development 
Roche Innovation Center Basel 
F.Hotfmann-La Roche Ltd 

Grenzacherstrasse 124 

|, Switzerland 


Phone { 
Mobile} 
Mail to; 


Confidentiality Note: This message is intended only for the use of the named recipient (s) and may contain confidential and/or 


proprietary information. If you are not the intended recipient, please contact the sender and delete this message. Any unauthorized use 
of the information contained in this message is prohibited. 
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Sent: 7/5/2020 4:09:25 PM 

To; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311céf3ee-Peter.Adams]; Alvarez, Rosa 


rosalvarez@deloitte.com]; Anderson, Annalies: jaric, Ralph 


lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab 1d3044465a7790ee4dedSbc32-rbaric.emai]; Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f7 6a049a0eca6-charettemf]; Cihlar, Tomas 

; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis}; Deming, Damon (FDA/CDER) 
(o=ExchangeLabs/ou=Exchange Administrative Group 


DEMINGD. fda]; Diamond, Michael 

; Duncan, Ken io ae nae BU epee ernandes, Prabhavathi 

|, Fessel, Josh (NIH/NHLBI) [E] [/o=1 Exchangel abs/ou=Exchange Administrative Group 
(RORE DISPUT /an Rexipients/en :294e2bb481d94b83a1917f15338dfe19-fesseljp); Florence, Clint (NIH/NIAID) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E] (/o=ExchangeLabs/ou=Exchange Administrative Group 

MRIDIBO REZESEDEW/C0s Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gatto, Greg 

| Grobler, Jay Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 

A jroup (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh); 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(F T)/cn=Recipients/cn=ce2f6E9369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 

r lestle, Frank } Ottinger, Elizabeth (NIH/NCATS [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea); Parker, Ashley (NIH/OD) 
[E) (/o=ExchangeLabs/ou=Exchange Administrative Group 


fe06ebd70-parkeras]}; Payne, David 
Punturieri, Antonello (NIH/NHLBI) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7 aGbe7-punturieria]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


i90e41e5-qashufm) 


Rappaport, Jay’ tegmeier, Frank | 
g.jy3@roche.com] 
Subject: RE: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
Joe, 


One more: Jason McLellan - UT Austin. Identification of therapeutic antibodies to viruses. 
Kara 
Kara Carter, PhD 


Fxecutive.Vice.President Infectious Disease 
“| (Mobi le) 


mesa Original Message----- 
From: Kara Carter 
Sent: Sunday, July 5, 2020 12:06 PM 
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, Peter (OS/ASPR/BARDA) 
3 Anderson, Annaliesa 
be” “*--~ Charette, Marc (NIH/NHLBI) [E] 
be Y_Colvis, Christine (NIH/NCATS) [E] 
+e Diamond, Michael 
Prabhavathi 
Florence, Clint 
“¥; Gatto, Greg 


benetski.. Josenh CER {r1' 


/NACeTY TET 
; Gadbois, Ellen (NiH/OD) [ET 
ot eee Nancy Haigwood 
yortsor, Samantha a ONTH/NCATS TET 


Rappaport, Jay 


Young, 
UNCLASSIFIED) 


Hi Joe, 


I suggest the following folks, but don't have a sense for the role they should play with regard to white 
paper author, panelist or moderator. 


Harry Kleanthous - previously Head of Discovery Research North America for Sanofi Pasteur, currently at 
BMGF. Expertise in ADE and broadly neutralizing influenza antibodies. 

Alina Baum ~- Regeneron. Head of their Ebola antibody program. Focus on clinical efficacy and antibody 
combinations. 

Jim Crowe - Vanderbilt. Identification of neutralizing antibodies from convalescent patient serum to 
emerging viral pathogens. 

Erica Sapphire - Scripps. Identification and characterization of neutralizing antibodies. 

Jonathan Abraham ~ Harvard. Antibodies to emerging viruses. Focus on deciphering roles of effector 
function for both neutralizing and non-neutralizing antibodies. 

Mike Diamond - You know him well, but assessment of potential and combination of neutralizing antibodies 
to emerging viral pathogens. 

Dean Petit - Just Biotherapeutics - an Evotec company. Antibody optimization and manufacturability. 

This is a critical aspect that I think is missing for the key roles captured in slide 3. 

Rebecca Sendak - Global Head of Biologics for Sanofi. Antibody optimization and manufacturability. Same 
comment as above. 


Best, 
Kara 


PhD 


Kara Carter 
i President Infectious Disease 
bil 


i 
WwW. eVOtEC. Com 


----- Original Message----- 

From: Menetski, Joseph (FNIH) [T] / 
Sent: Thursday, July 2, 2020 5:43, i 
To: Adams, Peter (O5/ASPR/BARDA) t b6 $ Alvarez, Ros: 


Anderson, Annaliesa / ’ Ralph <. 
“UNIA7NHLBIY [Ee] 


Me 

“christine (NIH/NCATS) he . 
$ Diamond, Michael be 

ndes, Prabhavathi be 
“Florence, Aiea (NTH/NTATDY “TED 
Ss Grobler, Jay 
Judith (NIH/NIAID) [e] 


itte.com>; 
—-aw——--§ Kara Carter 

cihlar, Tomas 
Deming, Damon 


; Gadbois, 


Subject: FW: OWS mAb Scientific Summit — “SMES recommendations (UNCLASSIFIED) 


[EXTERNAL] 


Dear Preclinical Working group, 


APAROO00004812 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working orslps for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fj1] the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


I hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid to 
end of August. The objective of the summit is to facilitate discussion on mAb science and address how to 
optimize development and therapeutic use of mAbs going forward. 


The summit will be facjlitated in a panel format, with each panel focused on a white paper written and 
circulated in advance on a key topic in the space. We have attached a few slides capturing the key topics 
and the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each of 
the key topics, with a focus on 3 roles: 


de White paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 

2. Panelist: Additional experts to provide alternative perspectives on a panel during the summit to 
include industry partners 

a. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of these 
roles for the key topics. We are looking for diversity in the panel. If you could please provide input 
by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
JPM CBRN Medical 


Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 
STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged and/or private 
information. 

If received in error, please notify us immediately by reply email and then delete this email and any 
attachments from your system. Thank you! 


https: //www. evotec.com/en/about/site-information/data-protection-us 
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From: Rappaport, Ja’ 

Sent: 7/4/2020 8:33:54 PM 

To; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311céf3ee-Peter.Adams]; Alvarez, Rosa 

rosalvarez@deloitte.com]; Anderson, Annaliesa Baric, Ralph 

lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab 1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 

Charette, Marc (NIH/NHLBI) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

fale leona Uk Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Cihlar, Tomas 

'; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

LSBORELERLTES Recipients/cn=4b7e84cce098457896b2df19fa172c87- ccolvis}; Deming, Damon (FDA/CDER) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(F ipients/cn=8aSa 


DEMINGD. fda]; Diamond, Michael 

; Duncan, Ken Fernandes, Prabhavathi 

|; Fessel, Josh ( xchange! abs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDiT)/en Recipients/en= :294e2bb481d94b83a1917f15338dfe19-fesseljp); Florence, Clint (NIH/NIAID) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E] (/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYOIBOHF23SPDLT)/cn=| Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gatto, Greg 

j Grobler, Jay C Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 

jroup (FYDIBOH' ;/cn=03d589f440d84691ac0a530e4babceb5-haigwoon.oh]; 
Hewitt, Judith (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

960d39b145d69a7-jonsonsg]; Lutz, Cat 

Ottinger, Elizabeth (NIH/NCATS [E] 


b6 J; Nestle, Fran\ 
We ExchangeLabs/ou= ‘Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea); Parker, Ashley (NIH/OD) 
[E) [/o=ExchangeLabs/ou=| Exchange Administrative Group 


ts /« 


fe06ebd70-parkeras]; Payne, David 
Punturieri, Antonello (NIH/NHLBI) [E] 


(FYDIBOHF23SPDLT)/cn=Recipjents/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria]; Qashu, Felicia (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

‘ecipients/cn=: 366447. 
Stegmeier, Frank! ee 

Summit - SMEs recommendat 


Subject: 


Dear Joe and All, 

I would recommend the following : 

Galit Alter, (Harvard. MGH) 

2. David C. Montefiori; Duke 

3. Michel Nussenzweig: Rockefeller University 

4. Roshan Kumar or Jennifer Watkins-Yoon; HiFiBio Therapeutics; Cambridge, Mass./Paris, France 


an 


Best , 
Jay 


Jay Rappaport, Ph.D. 

Director and Chief Academic Officer 
Tulane National Primate Research Center 
Division of Comparative Pathology 


Professor, Department of Microbiology and Immunology 


Tulane University School of Medicine 
Tulane University 
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18703 Three Rivers Road 
Covington, LA 

7043, 
Tell 
Fax S828? _ 
On 7/2/20, 4:45 PM, "“Menetski, Joseph (FNIH) [T]” 


External Sender. Be aware of links, attachments and requests. 
Dear Preclinical Working group, 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
all, 


T hope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid 
to end of August. The objective of the summit is to facilitate discussion on mAb science and address how 
to optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with each panel focused on a white paper written 
and circulated in advance on a key topic in the space. We have attached a few slides capturing the key 
topics and the white paper format. 


We are writing to ru today to get your recommendations on experts that may be able to address each 
of the key topics, with a focus on 3 roles: 


i White paper author: Expert to write a paper providing an overview of the various positions on 
specific key topics in advance of the summit 
Panelist: Additional experts to provide alternative perspectives on a panel during the summit 
to include industry partners 
3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white 
paper author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of 
these roles for the key topics. we are looking for diversity in the panel, If you could please provide 
input by EOD on Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
SPMLCERN Medical 


Fort Detrick, MD 21702 


CLASSIFICATION: UNCLASSIFIED 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 6/30/2020 7:51:37 PM 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group. 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=S00 1af52dc4a427ea3d34f1e072f8cb7-menetskijp) 

Subject: RE: NHP needs follow up 


Great, copying Joe. 


From: Anderson, James (NIH/OD) [E] /~ 
Sent: Tuesday, June 30, 2020 3:28 P| 
To: Wholley, David (FNIH) [T] +” bé } Collins, Francis (NIH/OD) [E] 
Cc: Tabak, Lawrence (NI Lane, Cliff (NIH/NIAID) [E] 
Ashley (NIH/OD) [E] 
Subject: RE: NHP needs follow up 


David, 

1am working with the same assumptions you note. We have already provided about 400 Rhesus to NIAID and BARDA 
since April. 

Jim 


From: Wholley, David (FNIH) [T] 
Sent: Tuesday, June 30, 2020 3: 
To: Collins, Francis (NIH/OD) [E nderson, James (NIH/OD) [E] 
Cc: Tabak, Lawrence (NIH/OD) [E] Lane, Cliff (NIH/NIAID) [E] 
Ashley (NIH/OD) [E]!, 
Subject: FW: NHP nee: 


Parker, 


Francis and Jim: 

| checked with Joe Menetski about our conversation this morning. Please see below. | think the major point is that the 
‘250-400’ estimate, in addition to being somewhat off (depending on which kind of primate you are talking about), 
applies only to the number of animals that the Preclinical WG thought would be needed to service the proposed ACTIV 
clinical trials, plus those needed for model validation. It does not include the universe of animals needed to do any 
other COVID-19 testing, including what could be requested from OWS, BARDA, or NIH investigators over time, which 
could be triaged through the Preclinical WG. The WG did not have a good way to estimate the volume of such requests, 
and were not certain what kinds of requests were included in the volume Jim gave this morning (7 requests since 

April). This is food for thought before your discussion with Tony Fauci. 

David 


From: Menetski, Joseph (FNIH) [T. 
Sent: Tuesday, June 30, 2020 12:07 
To: Wholley, David (FNIH) [T] ee 


APAROO00004817 


Cc: Menetski, Joseph (FNIH) [T] 
Subject: NHP needs follow up 


David, 


Thank you for sharing some of the discussion about NHP use and management that you had this morning with NIH 
leadership. | wanted to clarify a few things about that discussion, including some detail for when this comes up again. 


in late April, we provided a very rough estimate for how many NHP would needed for testing therapeutics that have 
been prioritized through ACTIV related activities. We separated NHP needs into 2 species (Rhesus and African Greens) 
and 2 overall categories of work (model validation and therapeutic testing). 


The team projected a need for 450 Rhesus per year for model testing of vaccines and neutralizing antibodies 
(approximately half for each approach). 

The team projected the need for 260 African Green Monkeys per year for model testing of therapeutics that are likely to 
influence late stage COVID-19 disease (inflammation, coagulopathies and lung function). 


For each of these species, the team believes that approximately 20-50 animals will be needed for model validation (this 
is included in the numbers for each species above). These validation studies include age dependence, route of infection 
and comparisons to active agents that are in the clinic and will provide information on the translatability of the results 
from NHP to humans. 


The estimates above do not include any studies that have been suggested by any of the ICs or any efforts that are 
external to ACTIV (e.g. OWS or BARDA). 


The team recognized that the actual NHP ABSL3 space may by as limiting as the animals themselves, so facility space 
should be prioritized to match the animal priorities. 


Let me know what else could help the discussion. 


Best, 
Joe 


Joseph P, Menetski Ph.D, 

Associate Vice President, Research Partnerships 

foundation for the National fastitutes of Health 

nih.org 

ike, Suite 600, North Bethesda. MD 20852 


noo 


Donate ia the FNEH's Pandemic Response Fund to combat COVID-19: {nih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 
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From: Young, John f* 


Sent: 7/3/2020 6:35:41 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp) 

cc: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c43 11c6f3ee-Peter.Adams]; Alvarez, Rosa 
rosalvarez@deloitte.com]; Anderson, Annalies: Baric, Ralph 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Cihlar, Tomas 
; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
pients/cn=8aSace9923ae41Saa3d8SacO9cb76f8S- -DEMINGD. fda}; Diamond, Michael 

; Duncan, Ken [ eet ee jl Fernandes, Prabhavathi 
; Fessel, Josh (NIH/NHLBI) geLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPOLT)/cn=Recipients/cn= 94e2bb481d94683a1917115338dre19- -fesseljp]; Florence, Clint (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Gadbois, Ellen (NIH/OD) 
E) [(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edecS66c26c2a-gadboisel]; Gatto, Greg 
1 Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0aS 30e4ba6cebS-haigwoon.oh]; 
Hewitt, Judith (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
T)/cn=Recipient: 9b0d39b145d69a7-jonsonsg]; Lutz, Cat 

; Nestle, Fran! Ottinger, Elizabeth (NIH/NCATS [E] 
xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


feO6ebd70-parkeras]; Payne, David 
Punturieri, Antonello (NIH/NHLBI) [E] 


8 ang 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria); Qashu, Felicia (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

= Ri ciplents/cns :366447a553f44696b2 794840904 1eS- -gashufm); R 


Subject: 


David Ho (Columbia University) (Panelist) 


On Thu, Jul 2, 2020 at 11:45 PM Menetski, Joseph (FNIH) [T] 4_ : b6é ~~ wrote: 
Dear Preclinical Working group, ae ae ae 


ACTIV is working with OWS to setup a mAb summit. We were asked to solicited suggestions and 
recommendations from our working groups for those that would be appropriate to contribute to this event. 
Please see the note below and let me know if there is anyone that would fill the roles described. 


Thank you, 
Joe 


APAROO00004818 


Subject: OWS mAb Scientific Summit - SMEs recommendations (UNCLASSIFIED) 
CLASSIFICATION: UNCLASSIFIED 
All, 


Thope you're doing well. As you may know, OWS, NIH, and FNIH are hosting a mAb scientific summit mid 
to end of August. The objective of the summit is to facilitate discussion on mAb science and address how to 
optimize development and therapeutic use of mAbs going forward. 


The summit will be facilitated in a panel format, with cach panel focused on a white paper written and 
circulated in advance on a key topic in the space. We have attached a few slides capturing the key topics and 
the white paper format. 


We are writing to you today to get your recommendations on experts that may be able to address each of the 
key topics, with a focus on 3 roles: 


1. White paper author: Expert to write a paper providing an overview of the various positions on specific 
key topics in advance of the summit 

2. Panelist: Additional experts to provide alternative perspectives on a panel during the summit to include 
industry partners 

3. Moderator: Facilitator to develop questions for the panel and synthesize positions from white paper 
author and responses from panelists after the summit 


We have included a slide in the attached file to be filled in with your recommendations on each of these roles 
for the key topics. We are looking for diversity in the panel. If you could please provide input by EOD on 
Monday July 7th, that would be great. 


Thank you, 
Nicole 


Nicole Kilgore, MS, PMP 
Deputy Joint Project Manager 
JPM CBRN Medical 
1564 Freedman Dr, Fort Detrick, MD 21702 


Pe “bs. 


CLASSIFICATION: UNCLASSIFIED 


John A.T. Young, PhD 
VP and Global Head Infectious Diseases 


APAROO000004818 


